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HEALTH  SYSTEMS  AGENCIES 
Notice  of  Proposed  Rulemaking 

Notice  Is  hereby  given  that  the  Assist¬ 
ant  Secretary  for  Health,  with  the  ap¬ 
proval  of  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare,  proposes  to  add  to 
Title  42,  Code  of  Federal  Regulations,  a 
new  Subchapter  K,  entitled  "Health 
Planning  and  Resources  Development," 
to  add  a  new  Part  122,  entitled  "Health 
Systems  Agencies,”  to  such  Subchapter 
H,  and  to  add  a  new  Sulq^curt  A  entitled 
"Definitions,”  a  new  Subpart  B,  entitled 
"Designation  of  Health  Systems  Agen¬ 
cies,”  and  a  new  Subpart  C,  entitled 
"Grants  to  Health  Systems  Agencies,”  to 
such  Part  122. 

The  National  Health  Planning  and 
Resources  Development  Act  of  1974  (PX. 
93-641,  January  4,  1975)  added  a  new 
Title  XV,  "National  Health  Planning 
and  Development,”  to  the  Public  Health 
Service  Act.  Among  other  things,  the 
new  Title  XV  authorises  the  Secretary 
to  enter  into  agreements  with  eligible 
entities  for  the  designation  of  such  enti¬ 
ties  as  hecdth  systemis  agencies  for  health 
service  areas  established  pursuant  to  sec¬ 
tion  1511  of  the  Public  Health  Service 
Act  as  geographic  regions  appropriate 
for  the  effective  planning  and  develop¬ 
ment  of  physical  and  mental  health 
services  and  to  provide  grant  assistance 
to  such  agencies.  Each  such  health  sys¬ 
tems  agency  shall  have  as  its  ludmary 
responsibility  the  provision  of  effective 
he^th  planning  for  its  health  service 
area  and  the  promotion  of  the  develop¬ 
ment  within  the  area  of  health  services, 
manpower,  and  facilities  which  meet 
identified  needs,  reduce  documented  in¬ 
efficiencies,  and  implement  the  health 
plans  of  the  agency. 

This  notice  proposes  regulations  to  im¬ 
plement  portions  of  Title  XV  dealing* 
with  health  systems  agencies.  The  Sec¬ 
retary  intends  to  propose  additional  reg¬ 
ulations  implementing  other  provisions 
of  the  National  Health  Planning  and  Re¬ 
sources  Development  Act  of  1974.  In  par¬ 
ticular,  propo^  regulations  governing 
the  designation  and  funding  of  State 
health  planning  and  development  agen¬ 
cies  will  be  published  shortly. 

The  purpose  of  the  proposed  new  Sub¬ 
part  B  is  to  set  forth  the  digibility  and 
operational  requirements  for  health  sys¬ 
tems  agencies.  The  Secretary  wishes  to 
call  attention  to  section  122.109  "Gov¬ 
erning  body;  executive  and  other  com¬ 
mittees”,  and  in  particular  to  paragraph 
(d)  thereof.  Throughout  the  process  in- 
cidoit  to  the  formulation  of  this  Notice 
of  Proposed  Rulemaking,  the  Depart¬ 
ment  has  received  niunerous  proposals 
concerning  ^e  governing  structure  of  a.- 
public  health  systems  agency  and,  spe- 
cificidly.  the  relationship  of  the  regular 
public  governing  board  of  such  entity  to 
the  governing  body  for  health  planning 
mandated  by  section  1512(b)  (3)  of  the 
Act.  The  Secretary  has  concluded  that 


this  rdatkxMfalp  is  governed,  as  a  mat¬ 
ter  of  law,  by  the  provisions  of  sectlaii 
1512fb)  (3)  which  are  refiected  in  1 122- 
a09(d). 

As  proposed,  these  regulations  would 
permit  (but  not  require)  the  regular  pub¬ 
lic  governing  board  of  a  public  health 
systems  agency  to  exercise  considerable 
authority  over  its  health  planning  and 
resources  development  program.  This 
would  Include  authority  to: 

(1)  Select  and  remove  members  of  the 
separate  governing  body  for  health  plan¬ 
ning; 

(2)  Establish  personnel  policies  and 
review  the  appointment  of  the  Executive 
Director  and  staff; 

(3)  Establish,  execute,  and  revise  the 
agency’s  budget; 

(4)  Set  rules  and  regulations  for  the 
functioning  of  the  agency ; 

(5)  Review  and  comment  on  any  pro¬ 
posed  action  of  the  separate  governing 
body. 

The  purpose  of  proposed  new  Subpart 
C  is  to  establish  regulations  implement¬ 
ing  the  Secretary’s  authority  pursuant  to 
section  1516  of  the  Act  to  make  grants  to 
designated  health  systems  agencies. 

In  order  to  expedite  the  review  pro¬ 
cedures  for  the  designation  and  funding 
of  health  systems  agencies,  notice  is 
hereby  given  that  applications  for  desig¬ 
nation  and  funding  may  be  submitted 
pidor  to  the  publication  of  final  regula¬ 
tions  in  accordance  with  application  re¬ 
quirements  set  forth  in  this  notice.  Ap¬ 
plication  materials  and  further  infor¬ 
mation  may  be  obtained  from  the  Re¬ 
gional  Headth  Administrator  in  each  of 
the  Department’s  ten  regional  offices. 

It  should  be  noted  that  these  appli¬ 
cation  materials  and  requirements  are 
based  on  the  proposed  regulations,  and 
that  final  action  with  respect  to  any  ap¬ 
plications  submitted  will  not  be  taken 
by  the  Department  until  final  regula¬ 
tions  are  published.  Furthermore,  should 
the  final  regulations  differ  from  the  pro¬ 
posed  regulations,  applications  filed  (m 
the  basis  of  the  proposed  regulations  will 
be  required  to  be  revised  or  amended  as 
may  be  necessary  to  conform  to  the  final 
regulations. 

In  accordance  with  the  requirements 
of  Section  1515,  the  Secretary  will  con¬ 
sult  with  the  Governor  of  each  State  in 
which  a  health  service  area  is  located 
prior  to  designation  of  a  health  systems 
agency  for  that  health  service  area. 
Since  Governors  are  in  an  excellent  posi¬ 
tion  to  know  the  unique  State  character¬ 
istics  which  would  affect  a  health  sys¬ 
tems  agency’s  ability  effectively  to  carry 
out  a  health  planning  and  resources  de¬ 
velopment  program,  the  Secretary  in¬ 
tends  to  give  considerable  weight  to  ttie 
Governors’  recommendations.  Gover¬ 
nors  have  been  encouraged  to  assume  a 
leadership  role  in  the  designation  proc¬ 
ess,  and  eligible  applicants  are  hereby 
encouraged  to  contact  Governors  for  a 
description  of  any  issues  or  procedures 
which  the  Governor  considers  it  neces¬ 
sary  for  the  applicant  to  address. 

Written  comments  concerning  the  pro¬ 
posed  regulaticms  are  invited  from  inter¬ 
ested  persons.  Inquiries  may  be  addressed, 
and  data,  views  and  argiunents  relating 


to  the  intwosed  regulations  may  be  pre¬ 
sented  in  writing,  preferably  in  triplicate, 
to  the  Office  of  Policy  Coordination,  Bu¬ 
reau  of  Health  Planning  and  Resomces 
Derrdopment,  Room  1127,  5600  Fishers 
Lane,  BodLvllle,  Maryland  20852.  All 
cmnments  received  in  response  to  this 
notice  will  be  available  for  public  in¬ 
spection  and  copying  at  the  Office  of  Pol¬ 
icy  Coordination  on  weekdays  (Federal 
holidays  excepted)  between  the  hours  of 
9:00  ajn.  and  5:00  p.m.  All  relevant  ma¬ 
terial  received  not  later  than  November 
17, 1975  will  be  considered. 

It  is  therefore  proposed  to  amend  Title 
42  by  adding  thereto  a  new  Subchapter 
K  and  Part  122,  as  set  forth  below. 

Dated:  September  15,  1975. 

Theodore  Cooper, 
Aisistant  Secretary  for  Health. 

Approved:  October  9, 1975. 

David  Mathews, 

Secretary. 

SUBCHAVTER  K — HEALTH  PLANNING  AND 
RESOURCES  DEVELOPMENT 

PART  120  [RESERVED] 

PART  121  [RESERVED] 

PART  122— HEALTH  SYSTEMS  AGENCIES 

Subpait  A — Definitions 

Sec. 

122.1  Definitions*. 

Subpirt  B — Designations  of  Health  Systems 
Agencies 

122.101  Purpose  and  sc<^. 

122.102  BiglbUity. 

122.103  AppUcaUon. 

122.104  Contents  of  {q>pllcatlons. 

122.105  Selection  of  agencies. 

122.106  Conditional  designation  agreements. 

122.107  Full  designation  agreements. 

122.106  Renewal  and  termination  of  agree¬ 
ments. 

122.109  CKnremlng  body;  executive  and 

other  committees. 

122.110  Staff. 

122.111  Contracting  fcH*  services — consult¬ 

ants. 

122.112  Subarea  advisory  councils. 

122.113  Private  funds,  services  or  facilities. 

122.114  Access  of  the  public  to  agency  rec¬ 

ords  and  data. 

122.115  Annual  report. 

Subparl  C — Grants  to  Health  Systems  Agencies 
122.201  Applicability. 

122.303  Eligibility. 

122.203  Application. 

122X04  Grant  award. 

122X05  Determination  of  the  population  of 
health  service  areas. 

122X06  Assturance  of  expenditure  of  non- 
Federal  funds. 

123X07  Grant  payments. 

123X06  Use  of  grant  funds. 

123X00  Nondlserlmination. 

122X10  Publications  and  copyright. 

122.211  Grantee  accountability. 

122.212  itophcabillty  of  45  CFB  Part  74. 

122.213  Additional  conditions. 

Autbositt:  Sec.  215,  58  Stat.  690  (42  UA.C. 
216);  sec.  1515  and  1516  of  the  Public  Health 
Sendee  Act,  88  Stat.  2239,  2341;  (41  UH.C. 
3001-4, 3001-5) . 

Subpart  A — Definitions 

§  122.1  Definitions. 

A8  used  In  this  part : 

<R)  "Act”  means  the  Public  Health 
Service  Act.  aa  amended. 
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(b)  “A-95  Agency”  means  an  area- 
wide  planning  and  develoimient  dear- 
inghouse  established  imder  Title  IV  of 
the  Intergovernmental  Cooperation  Act 
of  1968. 

(c)  “Conditionally  designated  health 
systems  agency”  means  an  entity  which 
has  been  designated  as  a  health  systems 
agency  on  a  conditional  basis  pursuant 
to  section  1515(b)  (1)  of  the  Act. 

(d)  “Designation  agreement”  means 
an  agreement  entered  into  or  renewed 
pursuant  to  section  1515  of  the  Act. 

(e)  “Fully  designated  health  systems 
agency”  means  an  entity  which  has  been 
designated  as  a  health  systems  agency 
pursuant  to  section  1515(c)  (1)  of  the 
Act. 

(f)  “Governing  board”  means  the 
body  which  has  responsibility  for  the 
overall  governance  of  a  public  regional 
planning  body  or  single  unit  of  general 
local  government. 

(g)  “Governing  body”  means,  in  the 
case  of  a  nonprofit  private  entity  or 
similar  legal  mechanism,  the  governing 
body  of  such  entity  or  mechanism  and, 
in  the  case  of  a  public  regional  planning 
body  or  single  imit  of  general  local  gov¬ 
ernment,  the  governing  body  for  health 
planning  of  such  body  or  single  imlt  as 
required  by  section  1512(b)(3)  of  the 
Act  which  is  responsible  for  the  health 
planning  and  development  functions  of 
such  body  or  single  unit. 

(h)  “Governor”  means  the  chief  exec¬ 
utive  ofScer  of  a  State  or  his  designee. 

(I)  “Grant  period”  means  the  period 
with  respect  to  which  assistance  is  pro¬ 
vided  under  Subpart  C  of  this  part. 

(J)  “Health  systems  agency”  or 
“agency”  means  a  ccmditionally  or  fiilly 
designated  health  systems  agency  as  de¬ 
fined  in  paragraphs  (c)  and  (e)  of  this 
section. 

(k)  “Health  resources”  includes  health 
services,  health  professions  personnel, 
and  health  facilities,  except  that  such 
term  does  not  Include  Christian  Science 
sanitorlums  operated,  or  listed  and  cer¬ 
tified,  by  the  First  Chtirch  of  Christ 
Scientist,  Boston,  Massachusetts. 

(l)  “Non-metropolitan  area”  means 
an  area  no  part, of  which  is  within  an 
area  designated  as  a  standard  metropoli¬ 
tan  statistical  area  by  the  Office  of  Man¬ 
agement  and  Budget. 

(m)  ‘TSRO”  means  an  entlly  desig¬ 
nated  as  a  Professional  Standards  Re¬ 
view  Organization  under  section  1152  of 
the  Social  Security  Act. 

(n)  “Nonprofit”,  as  applied  to  any  en¬ 
tity,  means  that  no  part  of  the  net  earn¬ 
ings  of  sixdi  entity  imu*e6  or  may  law¬ 
fully  inure  to  the  benefit  of  any  private 
shareholder  or  individual. 

(o)  “Provider  of  health  care”  means 
an  individual: 

(1)  Who  is  a  direct  provider  of  health 
care  (including  a  physician  (doctor  of 
medicine  or  doctor  of  osteopathy) ,  den¬ 
tist,  nurse,  podiatrist,  or  physician  as¬ 
sistant)  in  that  the  individual’s  primary 
current  activity  is  the  provision  of  health 
care  to  individuals  or  the  administration 
of  facilities  or  institutions  (including 
hospitals,  long-term  care  facilities,  out¬ 
patient  facilities,  and  health  mainte¬ 


nance  organizations  in  which  such  care 
is  provided  and,  when  required  by  State 
law,  the  individual  has  received  pro¬ 
fessional  training  in  the  provision  of 
such  care  or  in  such  administration  and 
is  licensed  or  certified  for  such  provision 
or  administration,  or 

(2)  Who  is  an  indirect  provider  of 
health  csa^e  in  that  the  individual: 

(i)  Holds  a  fiduciary  position  with  or 
has  a  fiduciary  interest  in,  any  entity 
described  in  paragraph  (o)  (2)  (ii)  (B)  or 
(D)  of  this  section;  (for  purposes  of  this 
paragraph,  a  “fiduciary  position  or  in¬ 
terest”  as  applied  to  any  entity  means  a 
position  or  interest  with  respect  to  such 
entity  affected  with  the  character  of  a 
trust,  including  members  of  boards  of  di¬ 
rectors  and  officers,  majority  sharehold¬ 
ers,  ageiits  and  attorneys) ;  or  (ii)  re¬ 
ceives  (either  directly  or  through  his 
spouse)  more  than  one-tenth  of  his  gross 
annual  Income  from  any  one  or  a  com¬ 
bination  of  the  following: 

(A)  Fees  or  other  compensation  for 
research  into  or  instruction  in  the  pro¬ 
vision  of  health  care; 

(B)  Entities  (or  associations  or  or¬ 
ganizations  composed  of  such  entities) 
engaged  in  the  provision  of  health  care 
or  in  such  research  or  instruction; 

(C)  Producing  or  supplying  drugs  or 
other  articles  for  Individuals  or  entities 
for  use  in  the  provision  of  or  in  research 
into  or  instruction  in  the  provision  of 
health  care;  and 

(D)  Entities  (or  associations  or  organi¬ 
zations  composed  of  su(di  entities)  en¬ 
gaged  in  producing  drugs  or  such  other 
articles; 

(lii)  Is  a  member  of  the  Immediate 
family  of  an  individual  described  in 
paragraph  (o)  (1)  or  paragraph  (o)  (2) 
(i) ,  (11) ,  or  (iv)  of  this  section  (for  pur¬ 
poses  of  this  paragraph,  “immediate 
family”  as  applied  to  any  individual  in¬ 
cludes  (mly  his  parents,  spouse,  children, 
brothers  and  sisters  who  reside  in  the 
same  household) ;  or 

(iv)  Is  engaged  in  issuing  any  policy 
or  contract  of  individual  or  group  health 
insurance  or  hospital  or  medical  service 
benefits. 

(p)  “Jurisdiction”,  as  applied  to  any 
unit  of  general  local  government, 
means  the  geographical  area  within 
which  such  imit  exercises  general  pur¬ 
pose  political  authority. 

(q)  “Uhit  of  general  local  govern¬ 
ment”  means  (1)  any  city,  county,  town¬ 
ship,  town,  borough,  parish,  village  or 
other  general  purpose  subdivision  of  a 
State;  or  (2)  a  recognized  Indian  tribal 
government. 

(r)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  sjid 
Welfare  to  whom  the  authority  in¬ 
volved  has  been  delegated. 

(s)  “State”  means  any  one  of  the 
several  States,  the  District  of  Colum¬ 
bia  and  the  Commonwealth  of  Puerto 
Rico. 

(t)  “Statewide  health  coordinating 
council”  or  “SHCC”  means  the  body 
established  pursuant  to  section  1524  df 
the  Act  to  advise  the  State  health  plan¬ 
ning  and  development  agency. 


(u)  “State  health  planning  and  de¬ 
velopment  agency”  or  “State  Agency” 
means  an  agency  of  State  government 
selected  by  the  Governor  and  designated 
in  an  agreement  entered  into  pursuant 
to  section  1521  of  the  Act  to  carry  out 
the  State’s  health  planning  and  devel¬ 
opment  program. 

Subpart  B — Designation  of  Health  Systems 
Agencies 

§  122.101  Purpose  and  scope. 

(a)  Section  1515  of  the  Public  Health 
Service  Act  authorizes  the  Secretary  to 
enter  into  agreements  with  eligible  en¬ 
titles  for  the  designation  of  such  en¬ 
tities  as  health  systems  agencies  for 
health  service  areas  established  pursu¬ 
ant  to  section  1511  of  the  Act  as  geo¬ 
graphical  regions  appropriate  for  the 
effective  planning  and  developm^t  of 
physical  and  mental  health  services. 
Each  such  health  systems  agency  shall 
have  as  its  primary  responsibility  the 
provision  of  effective  health  planni^  for 
its  health  service  area  and  the  promotion 
of  the  development  within  the  area  of 
health  services,  manpower,  and  fsuiilities 
which  meet  identified  needs,  reduce  doc¬ 
umented  inefficiencies,  and  implement 
the  health  plans  of  the  agency. 

(b)  The  regulations  of  this  subpart 
are  applicable  to  agreements,  pursuant 
to  section  1515  ot  the  Public  Health 
Service  Act,  imder  which  the  Secretary 
conditionally  or  fully  designates  an  en¬ 
tity  as  a  health  systems  agency  for  a 
health  service  are& 

§  122.102  EligibUitj. 

To  be  eligible  to  enter  into  an  agree¬ 
ment  under  section  1515  of  the  Act  for 
designation  as  a  health  systons  agency 
for  a  health  service  area,  an  entity  must 
be: 

(a)  A  nonprofit  private  corporation  (or 
similar  legal  mechanism  such  as  a  pub¬ 
lic  benefit  corporation)  which  is  in¬ 
corporated  in  the  State  in  which  the 
largest  part  of  the  population  of  the 
health  s^rrtce  area  resides.  Such  corpo¬ 
ration  may  not  be  a  subsidiary  of,  or 
be  otherwise  controlled  by,  axiy  other 
private  or  public  corporaticm  or  other 
legal  entity,  and  must  be  authmized  only 
to  engage  in  health  planning  and  devel¬ 
opment  fimcticms; 

(b)  A  single  or  multipurpose  public 
regional  planning  body  whose  planning 
area  is  identical  to  the  health  service 
area,  and  which  (1)  has  a  governing 
board  composed  of  a  majority  of  elected 
offlciids  of  units  of  general  local  gov¬ 
ernment  or  (2)  was,  prior  to  January  4, 
1975,  in  existence  and  authorized  by 
State  law  to  carry  out  health  planning 
and  review  functions  such  as  those  de¬ 
scribed  in  section  1513  of  the  Act;  Pro¬ 
vided  however.  That  such  public  re¬ 
gional  planning  body  nu^  not  be  an 
agency  of  state  government;  or 

(c) ''A  single  unit  of  general  local  gov¬ 
ernment  if  the  area  of  the  Jurisdiction 
of  that  unit  is  Identical  to  the  health 
service  area;  Provided.  That  a  health 
systems  agency  may  not  be  an  educa¬ 
tional  institution  or  (q^erate  such  an 
institution.  For  purposes  pf  this  sffi>part. 
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(1)  an  educational  institution  means 
an  institution  whose  primary  purpose 
is  the  provision  of  educational  programs, 
and  (2)  an  entity  shall  be  deemed  to 
operate  such  an  institution  where  it  has 
the  direct  responsibility  for  administer- 
-ing  an  educational  Institution  or  super¬ 
vising  its  administration. 

§  122.103  Application. 

An  application  under  this  subpart 
shall  be  submitted  at  such  time  and  in 
such  form  and  manner  as  the  Secretary 
may  prescribe,  and  shall  be  executed  by 
an  individual  authorized  to  act  for  the 
applicant  and  to  assume  for  the  appli¬ 
cant  the  obligations  imposed  by  the  Act, 
the  regulations  of  this  subpart,  and  any 
additional  terms  or  conditions  of  the 
agreement  entered  into  pursuant  to 
!  122.106  or  122.107  of  this  subpart.^ 

§  122.104  Contents  of  apidicalions. 

In  addition  to  such  other  information 
as  the  Secretary  may  require,  an  ap- 
provable  application  shall  conta^: 

(a)  In  the  case  of  an  application  for 
conditional  designation  pursuant  to  sec¬ 
tion  151S(b)  of  the  Act  and  this  subpart: 

(1)  A  copy  of  the  Articles  of  Incorpo¬ 
ration  and  by-laws  of  the  applicant  (or, 
in  the  case  of  a  public  applicant,  its 
charter,  authorizing  statute,  ordinance, 
or  executive  order  and  any  intenuJ  rules 
or  regulations  governing  its  operations) 
which  must  meet  the  requirements  of 
1  122.104(b)  (1)  of  this  subpart  or,  if  the 
entity  is  not  incorporated  (ot,  in  the 
case  of  a  public  entity,  is  not  chartered 
or  otherwise  authorized  by  statute, 
ordinance,  or  executive  order)  or  does 
not  have  by-laws  (or.  with  respect  to  a 
public  entity,  has  not  adopted  rules  or 
regulations  governing  its  operations)  at 
the  time  of  apidication,  a  description  of 
the  proposed  articles  of  incorporation 
(<w,  in  the  case  of  a  public  entity,  its  pro¬ 
pose  charter,  authorizing  statute,  ordi¬ 
nance,  or  executive  order)  and  by-laws 
(or,  with  respect  to  a  public  entity,  its 
proposed  rules  or  regulations)  and  the 
timetable  for  obtaining  such  incorpora¬ 
tion  and  adopting  such  by-laws  (or,  in 
the  case  of  a  public  mtity,  for  obtaining 
its  authorization  and  adopting  the  rules 
or  regulations  governing  its  operatkms) 
prkNT  to  entering  taato  an  agreemoit  pur¬ 
suant  to  ri22.106  of  this  subpart. 

(2)  A  deserh>tion  of  the  health  care 
needs  and  resources  within  the  health 
service  area. 

(S)  A  detailed  description  of  the  func¬ 
tions  which  the  applicant  proposes  to 
carry  out  during  the  period  of  the  Con¬ 
ditional  Designation  Agreement,  the 
manner  in  which  it  pix^xwes  to  carry 
out  such  functions,  and  a  time-phased 
plan  for  the  orderly  assumption  ctf ‘all 
the  responsUdlities  and  functions  of  a 
health  systems  agency  as  set  forth  in  sec¬ 
tion  ISIS  of  the  Act  (hereinafter  referred 
to  as  tile  *‘work  program”) . 

(4)  hi  the  case  <d  an  applicant  which 
has  decided  to  establish  subarea  advisory 

>  AppItcatiMU  and  inatnlcticna  may  be  ob- 
ta'rrl  at  ttM  Saglonal  OBioea  of  tba  Dqtait- 
mant  at  Haaltb,  BducatUm,  and  WMfare  for 
the  region  in  which  the  aiq>Ucant  la  located. 


Qouncils,  a  detailed  description  of  the 
need  for  and  proposed  use  of  such  sub- 
area  advisory  councils. 

(5)  A  detailed  description  of  the  cur¬ 
rent  and  projected  staff  to  be  employed 

the  applicant  during  the  period  (ff  the 
conditional  designation  agreement,  in¬ 
cluding  their  qualiflcations,  authority, 
functions,  numbers,  assignments,  and  the 
manner  in  which  they  will  be  organized 
to  carry  out  the  agency’s  work  program. 

(6)  A  detailed  description  of  the  serv¬ 
ices  the  applicant  expects  to  be  provided 
by  contractors  and  consultants. 

(7)  A  detailed  description  of  the  facili¬ 
ties,  equipment,  and  financial  resources 
available  to  the  applicant. 

(8)  A  detailed  description  of  the  man¬ 
ner  in  which  the  residents  of  the  health 
service  area  have  been  inv(dved  In  the 
formation  of  the  applicant  entity  and  the 
submission  of  the  application  under  this 
subpart  including  evidence  that  the  tq)- 
plicant  has  provided  at  a  minimum  an 
c^portunity  for  members  of  the  public  to 
express  their  views  on  the  qualifications, 
proposed  governing  body  composition, 
and  proposed  work  program  of  the  ap¬ 
plicant  both  in  writing  and  at  a  public 
meeting  sponsored  by  the  £q)plicant  en¬ 
tity.  Notice  of  the  time,  place,  and  pur¬ 
pose  of  such  meeting  shall  be  given  to 
monbers  of  the  public  through  publica¬ 
tion  of  a  notice  in  at  least  two  news¬ 
papers  of  general  circulation  throughout 
the  health  service  area  at  least  two  weeks 
prior  to  such  meeting  and  at  least  30  days 
prior  to  the  date  of  submission  of  the 
application  to  the  Secretary.  Such  notice 
shall  also  provide  that  a  statement  of 
the  qualifications  and  proposed  govern¬ 
ing  body  composition  of  the  applicant 
and  a  copy  of  the  proposed  work  program 
will  be  available  for  public  inspection  and 
copying  at  a  specified  address,  and  shall 
invite  written  comments  thereon  by 
members  of  the  public.  A  summary  of 
the  comments  made  at  the  public  meet¬ 
ing  and  c(vies  of  any  written  (Mxnments 
of  menfi>eT8  of  the  public  shall  be  ap¬ 
pended  to  the  triplication. 

(9)  In  the  case  of  a  nonprc^t  private 
applicant,  a  detailed  description  of  the 
manner  in  which  local  public  officials 
have  been  involved  in  the  formation  of 
the  tmfiicant  entity  and  the  sulxnission 
of  the  application.  Ckriies  of  any  written 
comments  of  such  officials  shall  be  ap¬ 
pended  to  the  application. 

(10)  A  list  of  the  propiosed  members 
of  the  applicant’s  governing  bo(ly  and 
executive  committee,  if  any,  including 
their  names,  occupations,  affiliations,  the 
basis  for  their  appointment  to  the  gov¬ 
erning  body  in  light  of  the  requirements 
of  section  1512(b)  (3)  (C)  of  the  Act  and 
S  122.109  of  this  subpart,  and  the  method 
utilized  in  selecting  such  members. 

(11) '^In  the  case  of  a  public  inifficant, 
a  detailed  description  of  the  manner  in 
which  its  governing  board  and  governing 
Ixxly  will  operate,  consistent  with 
i  122.109  of  this  subpart,  in  carrying  out 
the  responsibilities  and  fvmctions  of  a 
health  systems  agency  as  set  forth  in 
section  1513  of  the  Act  and  this  subpart. 

^(12)  Assurances  satisfactory  to  the 
Secretary  that  upon  oompleti(Mi  ^  the 


period  of  conditional  designation  the  ap¬ 
plicant  will  meet  all  the  requirements  of 
section  1512(b)  of  the  Act  and  be  quali¬ 
fied  to  perform  all  of  the  functiims  pre¬ 
scribed  by  section  1513  of  the  Act. 

(b)  In  the  case  of  an  application  for 
full  designation  pursuant  to  section  1515 

(c)  of  the  Act  and  this  subpart: 

(1)  A  copy  of  the  Articles  of  Incor¬ 
poration  and  by-laws  (or,  in  the  case  of  a 
public  applicant,  its  charter,  authorizing 
statute,  ordinance,  or  executive  order, 
and  any  internal  rules  or  regulations 
which  govern  its  (operations)  of  the  ap¬ 
plicant,  whi(^  must  provide: 

(1)  Ihat  the  ai^cant  has  the  author¬ 
ity  to  carry  out  all  the  re^xinsibilities 
and  functions  of  a  health  systems  agency 
as  provided  in  section  1513  of  the  Act  and 
this  subpart; 

(ii)  liiat  in  the  case  of  a  private  en¬ 
tity,  it  Is  nonprcffit; 

(iii)  The  manner  in  which  governing 
body  members  will  be  sheeted  and  re¬ 
placed,  including  provision  for: 

(A)  Removal  govmiing  body  mem¬ 
bers  for  good  cause;  (B)  r^lacement  of 
members  in  the  event  oi  resignation, 
death,  or  ranoval;  (C)  length  of  terms 
of  members,  which  may  not  exceed  three 
years;  and  (D)  limitations  on  the  num¬ 
ber  of  consecutive  terms  which  any  mem- 
bo:  of  the  governing  body  may  serve, 
vdfich  may  not  exceed  two  such  terms; 

(Iv)  The  manner  in  which  the  govern¬ 
ing  body  will  carry  out  its  responsibili¬ 
ties,  Including  provisions  for  voting  and 
quorums; 

(v)  ITie  manner  in  which  the  execu¬ 
tive  committee  and  subcommittees  or  ad¬ 
visory  groups.  If  any,  will  be  selected  con¬ 
sistent  wMh  section  1512(b)(3)  of  the 
Act,  their  responsibilities,  and  the  man¬ 
ner  in  which  they  will  carry  out  those 
responsibilities; 

(vi)  The  manner  in  which  subarea  ad¬ 
visory  coxmeUs,  If  any,  will  be  established, 
their  members  nominated,  a  description 
of  their  functions,  and  ^e  manner  in 
which  they  will  carry  out  those  func¬ 
tions; 

(vii)  The  manner  in  which  health  sys¬ 
tems  agency  representative  to  the  State¬ 
wide  Health  C(X)rdlnating  Council  will 
be  nominated; 

(vili)  ’Ihe  manner  in  which  the  public 
will  be  given  adequate  notice  of  business 
meetings  of  the  agency,  ^rifich  at  a  mini¬ 
mum  must  provide  for  periodic  piffili- 
cation  in  two  newspapers  cd  general  cir¬ 
culation  throu^out  the  health  service 
area  of  a  schedule  of  the  regular  meet¬ 
ings  of  the  agency  and  the  address  where 
specific  agenda  informati<Hi  may  be  ob¬ 
tained  in  advance  of  such  meetings;  and 

(ix)  Requlronents  relating  to  conflicts 
of  lnta:e8t  which  shall  be  designed  to 
preclude  the  use  of  monberriiip  on  the 
governing  body  for  purposes  which  are, 
or  give  the  appearance  of  being,  moti¬ 
vated  by  private  gain  on  the  part  of  any 
member. 

(2)  A  detailed  description  of  the  man¬ 
ner  in  which  the  applicant  has  met  its 
reEgwnslbilities  during  any  prior  p»1od 
of  designation  under  section  1515(b)  (1) 
at  1515(c)  (1)  of  the  Act 
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(3)  A  detailed  description  of  the  cxir- 
r«it  and  projected  staff  to  be  onployed 
by  the  applicant  during  the  period  of  the 
designaticm  agreement,  includii^  their 
qualifications,  authority,  functions,  num¬ 
bers,  assignments,  and  the  manner  in 
which  they  will  be  organized  to  carry  out 
the  functions  of  the  agency. 

(4)  A  detailed  description  of  the  serv¬ 
ices  and  the  approximate  costs  of  the 
services  the  t^plicant  expects  to  be  pro¬ 
vided  by  contactors  and  consultants. 

(5)  A  Ust  of  the  members  of  the  ap¬ 
plicant’s  governing  body  and  executive 
committee,  if  any,  including  their  names, 
occupations,  affiliations,  the  basis  for 
their  appointment  to  the  governing  body 
in  light  of  the  requirements  of  section 
1515(b)  (3)  (C)  of  the  Act  and  §  122.109 
of  this  subpart,  and  the  method  utilized 
in  selecting  such  members. 

(6)  A  detailed  description  of  the  fa¬ 
cilities,  equipment  and  financial  re¬ 
sources  available  to  the  applicant. 

(7)  A  detailed  description  of  the  man¬ 
ner  in  which  the  community  has  been 
Involved  in  the  submission  of  the  ap¬ 
plication  under  this  subpart,  including 
evidence  that  the  applicant  has  provided 
at  a  minimum  an  opportunity  for  mem¬ 
bers  of  the  public  to  express  their  views 
on  the  qualifications,  proposed  govern¬ 
ing  body  composition,  and  proposed  work 
program  of  the  applicant  both  in  writing 
and  at  a  public  meeting  sponsored  by  the 
applicant  entity.  Notice  of  the  time,  place 
and  purpbse  of  such  meeting  shall  be 
given  to  members  of  the  public  through 
publication  of  a  notice  in  at  least  two 
newspapers  of  general  circulation 
throughout  the  health  service  area  at 
least  two  weeks  prior  to  such  meeting 
and  at  least  30  dasrs  prior  to  the  sub¬ 
mission  of  the  application  to  the  Secre¬ 
tary.  Such  notice  shall  also  provide  toat 
a  statement  of  the  qualifications  and 
proposed  governing  bo^  composition  of 
the  applicant  and  a  c(vy  of  the  proposed 
work  program  will  be  available  for  public 
inspection  and  cop3rlng  at  a  specified  ad¬ 
dress,  and  shall  invite  written  comments 
thereon  by  members  of  the  public.  A 
siunmary  of  the  comments  made  at  the 
public  meeting  and  copies  of  any  wrlttoi 
comments  shall  be  appended  to  the  ap¬ 
plication. 

(8)  In  the  case  of  private  nonprofit 
applicant  entities,  a  detailed  description 
of  the  manner  in  which  local  officials 
havb  been  Involved  in  the  submission  of 
the  application.  Copies  of  any  written 
comments  of  local  officiids  shall  be  ap¬ 
pended  to  the  application. 

(9)  A  projected  work  program  setting 
forth  the  manner  in  which  the  applicant 
proposes  to  carry  out  the  responsibilities 
and  functions  of  a  health  ss3rtems  agency 
as  set  forth  in  section  1513  of  the  Act  and 
this  subpart. 

(10)  In  the  case  of  a  public  applicant, 
a  detailed  description  of  the  manner  in 
which  its  governing  board  and  governing 
body  will  operate,  consistent  ‘with 
S  122.109  of  this  subpart,  in  carrying  out 
the  responsibilities  and  functions  of  a 
health  systems  agency  as  set  forth  in  sec¬ 
tion  1513  of  the  Act  and  this  subpart. 


(11)  Assiurances  satisfactory  to  the 
Secretary  that  the  applicant  meets  the 
requirements  of  section  1512(b)  of  the 
Act  and  is  qualified  to  perform  or  is  per¬ 
forming  the  functions  prescribed  by  sec¬ 
tion  1513  of  the  Act  and  this  subjiart. 

§  122.105  Selection  of  agencies. 

(a)  Conditionally  designated  agencies. 
(1)  The  Secretary,  after  consultation 
with  and  consideration  of  the  recom¬ 
mendations  of  the  {^propriate  Governor 
in  accordance  with  paragraph  (a)  (2)  of 
this  section,  may  enter  into  a  Conditional 
Designation  Agreement  with  an  entity 
whose  designation  will,  in  his  judgment, 
best  promote  the  purposes  of  section  1513 
of  the  Act  and  this  subpart,  taking  into 
consideration  among  other  pertinent 
factors: 

(i)  The  adequacy  of  the  proposed 
work  program  for  orderly  agency  devel¬ 
opment  to  meet  the  requirements  for  full 
designation  after  the  period  of  condi¬ 
tional  designation, 

(ii)  The  reasonableness  of  the  pro¬ 
posed  work  program  in  light  of  the  fi¬ 
nancial  resources  to  be  available  to  the 
appUcant, 

(iii)  The  adequacy  of  the  governing 
body  selection  procedures  in  assuring 
that  all  affected  groups  in  the  health 
service  area  had  reasonable  opportunity 
to  be  represented  on  the  governing  body; 

(iv)  The  extent  and  type  of  involve¬ 
ment  of  health  service  area  residents  in 
development  of  the  application  for  des¬ 
ignation  specifically  evidence  that  the 
public  meeting  required  by  §  122.104(a) 
(6)  of  this  subpart  was  widely  publicized 
and  that  comments  made  were  taken 
into  consideration  by  the  applicant; 

(v)  The  extent/Of  the  knowledge  with¬ 
in  the  applicant  organization  of  the 
needs  and  resources  within  the  health 
service  area, 

(Vi)  The  adequacy  of  plans  for  devel¬ 
oping  working  rdationships  with  appro¬ 
priate  A-95  agencies,  PSRO’s,  State 
Agoicies  and  Statewide  Health  Coordi¬ 
nating  Councils;  with  health  systems 
agencies  which  are  designated  for  health 
service  areas  within  the  same  standard 
metropolitan  statistical  area  (as  deter¬ 
mined  by  the  Office  of  Management  and 
Budget)  as  the  health  service  area  for 
which  the  applicant  is  seeking  designa¬ 
tion;  and  with  other  planning  bodies,  and 
(vii)  The  extent  to  which  the  appli¬ 
cation  provides  for  the  consideration  of 
special  or  unique  circumstances  which 
affect  the  application  of  criteria  (i) 
through  (vi)  within  a  State;  Provided, 
Hiat  in  considering  applications  the  Sec¬ 
retary  shall  give  priority  to  an  applica¬ 
tion  which  has  been  recommended  for 
approval  by  each  entity  which  has  re- 
c^ved  a  grant  imder  section  314(b)  of 
the  Act  to  develop  a  plan  for  all  or  part 
of  the  health  service  area  with  respect  to 
which  the  application  was  submitted, 
and  by  each  regional  medical  program 
established  in  such  area  under  Title  IX 
of  the  Act. 

(2)  Prim:  to  entering  into  a  Conditional 
Designation  Agreement  with  an  entity 
with  respect  to  a  particular  health  serv¬ 


ice  area,  the  Secretary  will  provide  the 
Governor  of  each  State  in  which  such 
healtii  service  area  is  located  30  days  in 
which  to  review  and  make  recommenda¬ 
tions  concerning  such  applications  for 
conditional  designation.  Where  the  Sec¬ 
retary  does  not  accept  such  recommen¬ 
dations,  he  will  provide  the  Governor 
with  a  detailed  statement  of  the  reasons 
for  the  decision.  Further,  the  Secretary 
will  consult  with  such  other  State  and 
local  officials  as  he  may  deem  appro¬ 
priate,  with  respect  to  such  designation, 
(b)  FuUy  designated  agencies. 

(1)  The  Secretary,  after  consultation 
with  and  consideration  of  the  recmn- 
mendation  of  the  appropriate  Governor 
in  accordance  with  paragraiA  (b)  (2)  of 
this  section,  may  enter  into  a  Full  Desig¬ 
nation  Agreement  with  an  entity  whose 
performance  dtiring  a  period  of  condi¬ 
tional  designation  that  is  not  less  than 
one  year  and  its  application  for  full  des¬ 
ignation  demonstrate  to  the  satisfaction 
of  the  Secretary  that  it  is  capable  of  ful¬ 
filling,  in  a  satisfactory  manner,  the  re¬ 
quirements  and  functions  of  a  health 
systems  agency  as  provided  in  sections 
1512  and  1513  of  the  Act  and  this  sub¬ 
part;  Provided,  That  In  considering  ap¬ 
plications  the  Secretary  will  give  priority 
to  an  application  which  has  been  rec¬ 
ommended  for  designation  by  each  en¬ 
tity  which  has  received  a  grant  under 
section  314(b)  of  the  Act  to  develop  a 
plan  for  all  or  part  of  the  health  service 
area  vdth  respect  to  which  the  applica¬ 
tion  was  submitted,  and  by  each  re^onal 
medical  program  established  in  such  area 
under  Title  IX  of  the  Act. 

(2)  Prior  to  entering  into  a  Full  Des¬ 
ignation  Agreement  with  an  entity  with 
respect  to  a  particular  health  service 
area,  the  Secretary  will  provide  the  Gov¬ 
ernor  of  each  State  in  which  such  health 
service  area  is  located  30  days  in  which 
to  review  and  make  recommendations  to 
the  Secretary  cmicerning  such  applica¬ 
tion  for  fiill  designation.  Where  the  Sec¬ 
retary  does  not  accept  such  recommen¬ 
dations  he  will  provide  the  Governor 
with  a  detailed  statement  of  the  reasons 
for  the  decision.  Further,  the  Secretary 
will  consult  with  such  other  State  and 
local  officials  as  he  may  deem  appro¬ 
priate  with  respect  to  such  designation. 

§  122.106  Conditional  designation  agree¬ 
ments. 

In  accordance  with  1  122.105(a)  of  this 
subpart,  the  Secretary  may  enter  into 
an  agreement  (hereinafter  referred  to  as 
the  Conditional  Designaticm  Agreement) 
with  an  entity  under  which  the  entity 
will  be  designated  as  a  health  systems 
agency  on  a  conditional  basis  with  a  view 
toward  determining  the  entity's  ability 
at  the  end  of  the  period  of  Its  conditional 
designation  to  meet  the  requirements 
and  perform  the  functions  of  a  fully 
designated  health  systems  agency  under 
the  Act  and  this  subpart.  Such  agree¬ 
ment  shall  provide  that: 

(a)  The  entity  is  designated  as  the 
conditionally  designated  health  systems 
agency  for  a  health  service  area  for  a 
term  not  to  exceed  12  months,  beginning 
<m  a  date  specified  in  the  agreemrat. 
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(b)  During  the  period  of  conditional 
designation,  the  Secretary  shall  mmire 
the  agency  to  meet  cmly  such  re(iulre> 
ments  of  section  1512(b)  of  the  Act  and 
perform  only  such  of  the  functions  pre¬ 
scribed  by  section  1513  of  the  Act  and 
this  subpart  as  he  determines  such 
agency  to  be  capable  of  meeting  and  per¬ 
forming,  and  the  agency  shall  perform 
only  those  fuiusUons  uiKler  the  agree¬ 
ment  which  the  Secretary,  in  writing, 
directs  it  to  perform;  Provided,  That  the 
agency  must  perform  at  least  the  func¬ 
tions  described  In  i  122.107(c)  (1),  (2), 

(3).  (4).  (5),  (10).  (11).  (12).  (13)  and 
(14),  of  this  subpart;  Provided  further, 
that  an  agency  may  not  perform  the 
function  described  in  §  122.107(c)(9) 
during  any  period  of  conditional  desig¬ 
nation. 

(c)  During  the  period  of.  conditional 
designation  the  numbers  and  types  of 
requirements  and  functions  may,  in  ac¬ 
cordance  with  paragraph  (b)  of  this 
section,  be  progressively  Increased  as  the 
agency,  in  the  judgment  of  the  Secre¬ 
tary.  becomes  capable  of  added  respon¬ 
sibility;  Provided,  That  an  agency  may 
not  peiform  the  functions  described  in 
S  122.107(c)  (15)  or  (17),  during  the  first 
year  of  coiMUtional  d^gnation;  and 
Provided  further.  That  an  agency  may 
not  in  any  event  perform  the  functions 
described  in  S  122.107(c)  (15)  and  (17) 
until  such  agency  has  developed  a  health 
systems  plan  and  annual  implementation 
plan  in  accordance  with  section  1513(b) 
(2)  and  (3)  of  the  Act  and  the  Secre¬ 
tary  has  in  writing  authorized  the 
agency  to  perform  sudti  functions. 

(d)  The  agency  shall,  during  the  en¬ 
tire  period  of  the  Conditional  Designa¬ 
tion  Agreement,  maintain  a  governing 
body  which  meets  the  requirements  of 
section  1512(b)  (3)  of  the  Act  and  §  122.- 
109  of  this  subpart. 

(e)  The  agency  shall  promptly  notify 
the  Secretary  of  changes  in  its  legal 
status,  organization,  or  executive  direc¬ 
tor  which  occur  during  the  period  of  the 
Conditional  Designation  Agreement. 

(f )  The  agency  shall  agree  to  meet  the 
requirements  of  the  Act,  this  subpart^ 
and  any  additional  conditions  set  forth 
In  the  Conditional  Designation  Agree¬ 
ment. 

§  122.107  Full  designation  agreements. 

In  accordance  with  §  122.105(b)  of  this 
subpart,  the  Secretary  may  enter  into 
an  agreement  (hereinafter  referred  to 
as  the  Full  Designation  Agreement)  with 
an  entity  under  which  the  entity  agrees 
to  perform  all  the  functions  of  a  health 
systems  agency  under  the  Act  and  this 
subpart.  Such  Full  Designation  Agree¬ 
ment  shall  provide  that: 

(a)  The  entity  is  designated  by  the 
Secretary  as  a  health  systems  agency  fc»: 
a  health  service  area  for  a  term  not  to 
exceed  12  months,  beginning  on  a  date 
specified  in  the  agreement. 

(b)  The  agency  shall  continue  to  meet 
the  requirements  of  section  1515(b)  (1) 
of  the  Act  with  respect  to  legal  structure. 

(c)  The  agency  shall  perfrom  the  fol¬ 
lowing  f  mictions: 

(1)  The  agency  shall  assemble  and 
analyze  data  concerning:  (1)  The  status 


(and  its  determinants)  of  the  health  of 
the  residents  of  the  area;  (ti)  the  status 
of  the  health  care  delivery  system  in  the 
area  and  the  use  at  that  si^em  by  the 
resklents  of  the  area;  (ii)  the  effect  the 
area’s  health  care  d^very  system  has  on 
the  health  of  the  residents  of  the  area; 

(iv)  the  number,  type  and  location  of 
the  area’s  health  services,  manpower,  and 
facilities;  (v)  the  patterns  of  utilization 
ol  the  area’s  hesdth  resources;  and  (vi) 
the  environmmital  and  occupational  ex¬ 
posure  factors  affecting  immediate  and 
long-term  health  conditions.  In  carry¬ 
ing  out  its  responsibility  to  ass^ble 
such  data,  the  agency  shall  coordinate 
its  activities  with  the  cooperative  sys¬ 
tem  provided  for  under  section  306(e) 
of  the  Act.  The  agency  shall  not  under¬ 
take  the  collection  of  data  where  ade¬ 
quate  data  is  already  collected  by  other 
entities  including  those  In  the  coopera¬ 
tive  system  provided  for  under  section 
306(e)  of  the  Act.  Where  the  agency 
wishes  to  undertake  ihe  design,  devel¬ 
opment  and  operation  of  a  new  data  sys¬ 
tem,  whether  directly  or  by  the  use  of 
contractors  or  consultants,  it  must  obtain 
the  prior  approval  of  the  Secretary. 

(2)  The  agency  dudl,  sdter  ai^ropri- 
ate  consideration  of  the  recommended 
national  guidelines  for  health  planning 
policy  issued  by  the  Secretary  tmder  sec- 
ti(m  1501  of  the  Act,  the  reoommenda- 
tiems  of  the  State  Agency  designated  for 
each  State  in  which  the  agency’s  health 
service  area  is  located  concerning  meas¬ 
ures  to  meet  Statewide  health  needs,  pri¬ 
orities  set  foith  in  section  1502  of  the 
Act,  and  the  data  developed  pursuant  to 
parsigraph  (1) .  establish,  aimually  review, 
and  amend  sus  necessary  a  health  systems 
plan  (hereinafter  referred  to  as  the 
“H8P”)  which  shall  be  a  detailed  state¬ 
ment  of  goals  (i)  describing  a  healthful 
environment  and  health  systems  in  the 
area  which,  when  developed,  will  assure 
that  quality  health  services  will  be  avail¬ 
able  and  accessible  in  a  manner  which 
assures  cemtinuity  of  care,  at  reasonable 
cost,  for  all  residents  of  the  area;  (ii) 
which  are  responsive  to  the  unique  needs 
and  resources  of  the  area;  and  (iii)  which 
take  into  account  and  are  consistent  with 
the  national  guidelines  for  health  plan¬ 
ning  policy  issued  by  the  Secretary  under 
section  1501  of  the  Act  respecting  supply, 
distribution,  arid  organization  of  health 
resources  and  services.  Before  establish¬ 
ing  an  HSP,  the  agency  shall  conduct  a 
public  hearing  on  the  proposed  HSP  and 
shall  fi^ve  interested  persons  an  oppor- 
tixnity  to  submit  their  views  orally  and 
in  writing.  Not  less  than  30  dairs  prior 
to  such  hearing,  the  agency  shall  publish 
in  at  least  two  newspapers  of  general 
circulation  throughout  its  health  service 
area  a  notice  of  Its  consideration  of  the 
proposed  HSP.  the  time  and  place  of  the 
hearing,  the  place  at  which  interested 
persons  may  consult  the  HSP  in  advance 
of  the  hearing  and  the  place  and  period 
during  which  to  submit  written  com- 
ments  to  the  agency  concerning  the  HSP. 
After  the  HSP  has  been  established,  the 
agency  shah  distribute  copies  of  the  HSP 
to  all  public  libraries  in  the  health  service 
area  and  shall  publish  in  accordance  with 


the  requiremoats  of  this  paragraph  a 
notice  stating  that  the  HSP  has  been 
adopted  and  that  the  HSP  Is  available 
at  specified  addresses  for  inspection  and 
cc^yingtur  interested  persons. 

(3)  The  agency  shall  establish,  annu- 
sdly  review,  and  amend  as  necessary  an 
annual  implementation  plan  (hereinafter 
referred  to  as  the  “AIP”)  which  describes 
objectives  which  will  achieve  the  goals 
of  the  HSP  and  priorities  among  the  ob¬ 
jectives.  In  establishing  the  AIP,  the 
agency  shall  give  priority  to  those  objec¬ 
tives  which  will  maximally  improve  the 
health  of  the  residents  of  the  area,  as 
determined  on  the  basis  of  the  rdation 
of  the  cost  of  attaining  such  objectives 
to  their  benefits,  and  which  are  fitted 
to  the  special  needs  of  the  area.  After  the 
AIP  has  been  established  the  i^ency  shall 
distribute  copies  of  the  AIP  to  all  public 
libraries  in  the  health  service  area  and 
publish  in  at  least  two  new^apers  of 
general  circulation  throughout  its  health 
service  area  a  notice  stating  that  an  AIP 
has  been  adopted  and  that  the  AIP  is 
available  at  specified  addresses  for  in¬ 
spection  and  copying  by  interested 
persons. 

(4)  The  agency  shall  annually  provide 
copies  of  the  agency’s  HSP  to  the  State 
Agency  and  Statevdde  Health  Coordi¬ 
nating  Council  designated  for  each  State 
in  which  the  agency’s  health  service  area 
is  located  in  accordance  with  their  re¬ 
quirements,  for  Integration  into  the  State 
health  plan  pm^ant  to  sections  1523(a) 

(2)  and  lS24(c)  (2)  (A)  of  the  Act.  As  re¬ 
quired  by  the  SHCC,  the  agency  shall  re¬ 
vise  its  HSP  to  achieve  appropriate  co¬ 
ordination  with  the  HSPs  of  other  health 
systems  agencies  which  participate  iivthe  v 
SHCC  or  to  deal  more  effectively  with 
statewide  health  needs. 

(5)  The  agency  shall  provide  to  the 
Statewide  Health  Coordinating  Covincil 
designated  for  each  State  in  which  the 
agency’s  health  service  area  is  located 
copies  of  the  agency’s  AIP. 

(6)  TTie  agency  shall  develop  and  pub¬ 
lish  ^)ecific  plans  and  iHujects  for 
achieving  the  objectives  established  in 
the  AIP  which  shall  include  specific  strat¬ 
egies  for  the  development  and  imple- 
mentatlcm  of  programs  and  the  priority 
assigned  to  the  plans  and  projects  de¬ 
veloped. 

(7)  The  agency  shall  se^,  to  the  ex¬ 
tent  practicable,  to  implement  its  HSP 
and  AIP  with  the  as^tance  of  indi¬ 
viduals  and  public  and  private  entities 
in  its  health  service  area. 

(8)  ’The  agency  may  provide,  in  ac¬ 
cordance  with  the  priorities  established 
in  the  AIP,  technical  assistance  to  in¬ 
dividuals  and  public  and  private  entities 
for  the  development  of  projects  and  pro¬ 
grams  which  the  agency  determines  are 
necessary  to  achieve  the  health  systems 
described  in  the  HSP.  including  assist¬ 
ance  in  meeting  the  requirements  of  the 
agency  with  respect  to  reviews  of  pro¬ 
posed  health  systems  changes  in  accord¬ 
ance  with  section  1532  of  the  Act  and 
applicable  regxilations  of  the  Secretary. 

(9)  The  agency  shall,  in  accordance 
with  the  priorities  established  in  the 
AIP,  make  grants  to  public  and  nonprofit 
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private  entitles  and  enter  into  contracts 
with  individuals  and  public  and  private 
n<mprofit  entities  to  assist  them  in  plan- 
nUig  and  developii^  projects  and  pro¬ 
grams  which  the  agency  determines  are 
necessary  for  the  achievement  of  the 
health  syst^ns  described  in  the  HSP. 
Such  grants  and  contracts  shall  be  made 
from  the  Area  Health  Services  Develop¬ 
ment  Fund  of  the  agency  established 
with  fimds  provided  under  grants  made 
\mder  section  1640  of  the  Act  and  in 
accordance  with  such  regulations  as  the 
Secretary  may  prescribe. 

(10)  The  agency  shall  seek  to  enter 
into  a  written  agreement  with  each 
PSRO  whose  PSRO  area  is  in  whole  or  in 
part  in  the  agency’s  health  service  area, 
for  the  purpose  of  achieving  coordina¬ 
tion  of  their  respective  activities  and 
which  shall  contain  at  a  minimum,  the 
following: 

(1)  Provision  for  development  of  a 
common  data  base  and  exchange  of  data, 
subject  to  the  requirements  of  section 
1166  of  the  Social  Security  Act; 

(11)  Provision  for  review  and  comment 
by  the  PSRO  on  the  HSP  and  AIP,  es¬ 
pecially  with  respect  to  quality  of  care, 
utilization  of  services  and  faculties,  and 
need  for  new  resources; 

(iU)  Provision  for  technical  assistance 
to  be  made  avaUable  by  the  agency  to 
the  PSRO;  cmd 

(iv)  Provision  to  assure  that  actions 
taken  by  the  PSRO  which  alter  the 
health  system  wUl  be  taken  in  a  man¬ 
ner  which  is  consistent  with  the  HSP 
and  the  AIP  in  effect  for  the  area.  Where 
an  agency  has  been  unable  to  enter  into 
an  agreement  with  a  PSRO  within  six 
months  from  the  effective  date  of  the 
Full  Designation  Agreement,  it  shaU  sub¬ 
mit  a  statement  to  the  Secretary  indi¬ 
cating  the  efforts  that  have  been  made  to 
secure  such  an  agreement  and  the  rea¬ 
son  why  such  an  agreement  has  not  been 
entered  into. 

(11)  The  agency  shall  seek  to  enter 
into  a  written  agreement  with  each  A-95 
Agency  whose  area  of  responsibility  Is 
in  whole  or  in  part  in  the  agency’s  health 
s«*vlce  area,  for  the  piupose  of  achiev¬ 
ing  coordination  of  their  respective  ac¬ 
tivities  and  which  shall,  at  a  Tninimnm, 
contain  the  following: 

(i)  Provision  for  organizational  and 
procedxu*al  arrangements  for  coordina¬ 
tion  of  plan  development: 

(U)  Provision  for  formal  arrangements 
for  review  of  health  and  health-related 
matters  subject  to  review  to  assiu'e  con¬ 
current  and  complementary  actions; 

(ill)  Provision  for  technical  assistance 
to  be  made  avaUable  by  the  agency  to 
the  A-95  Ag«acy; 

(iv)  Provision  to  asfure  that  actions 
taken  by  the  A-95  agency  which  alter  the 
health  systems  wUl  be  taken  in  a  man¬ 
ner  which  is  consistent  with  the  HSP  and 
the  AIP  in  effect  for  the  area;  and 

(v)  Provision  for  development  of  a 
common  data  base  and  exchange  of  data. 
Where  an  entlt^^  has  been  unable  to  enter 
into  an  agreement  with  an  A-95  agency 
within  six  months  f  rmn  the  effective  date 
of  the  FuU  Designation  Agreonent,  tt 
shaU  siAmlt  a  statemmt  to  the  Secre¬ 


tary  indicating  the  efforts  that  have  been 
made  to  secure  an  agreement  and  the 
reasons  why  such  an  agreement  has  not 
been  entered  into. 

(12)  Where  an  agency  is  designated 
for  a  health  service  area  which  contains 
only  a  portion  of  a  standard  metroppU- 
tan  statistical  area  (as  determined  by 
the  Office  of  Management  and  Budget) , 
the  agency  shaU  seek  to  enter  into  a 
written  agreement  with  the  other  entity 
or  entities  which  have  been  designated  as 
the  health  systems  agency  or  agencies 
for  the  remaining  portions  of  the  stand¬ 
ard  metropoUtan  statistical  area,  for  the 
purpose  of  achieving  coordination  of 
their  respective  activities.  ’The  agree¬ 
ment  shaU  contain  at  a  minimum  the 
foUowing: 

(i)  Provision  for  review  and  comment 
on  the  HSP^,  AIP,  and  plans  for  the  use 
of  the  Area  Health  Services  Development 
Fund,  when  avaUable,  by  each  such 
health  systems  agency; 

(U)  Provision  for  organization  and 
procedural  arrangements  that  wiU  result 
in  joint  review  of  projects  and  policies 
and  exchange  of  information  on  activi¬ 
ties  that  have  implications  throughout 
the  standard  metropoUtan  statistical 
area. 

(iU)  Provision  for  development  of  a 
common  data  base.  Where  an  agency 
has  been  imable  to  enter  into  such  an 
agreement  or  agreements  within  six 
months  from  the  effective  date  of  the 
FuU  Designation  Agreement,  it  shaU  sub¬ 
mit  a  statement  to  the  Secretary  indi¬ 
cating  the  efforts  that  have  been  made 
to  secure  an  agreement  and  the  reasons 
why  such  agreement  has  not  been  en¬ 
tered  into. 

(13)  The  agency  shaU  coordinate  its 
activities  with  (1)  entities  referred  to  in 
paragraphs  (1)  and  (2)  of  section  204 
(a)  of  the  Demonstration  Cities  and 
Metropolitan  Development  Act  of  1966, 
(U)  regional  and  local  entities  the  views 
of  which  are  required  to  be  considered 
under  regtUations  prescribed  tmder  sec¬ 
tion  403  of  the  Intergovernmental  Co¬ 
operation  Act  of  1968  to  carry  out  sec¬ 
tion  401(b)  of  such  Act,  (Ul)  other 
appropriate  general  or  special  purpose 
regional  planning  or  administrative 
agencies,  and  (iv)  any  other  appropriate 
entity  in  the  agency’s  health  service  area. 
Where  appropriate,  the  agency  shaU 
secure  data  for  use  in  the  agenc3r’s  plan¬ 
ning  and  development  activities  frmn 
such  entities,  provide  technical  assist¬ 
ance  to  such  entities,  and  enter  into 
agreements  with  such  entitles  which  wUl 
assure  that  actions  taken  by  such  enti¬ 
tles  which  alter  the  area’s  hesdth  system 
wlU  be  taken  in  a  manner  which  is  con¬ 
sistent  with  the  arm’s  HSP  and  AIP. 

(14)  To  assist  State  Agencies  in  carry¬ 
ing  out  their  functions  imder  paragraphs 
(4)  and  (5)  of  sectiem  1523(a)  of  the 
Act,  the  agency  shaU  review,  in  accord¬ 
ance  with  the  procedures  and  criteria 
established  pursuant  to  section  1532  of 
the  Act  and  appUcable  regulations  of  the 
Secretary,  tiie  need  for  new  institutional 
health  services  proposed  to  be  offered  or 
developed  In  the  health  service  area  of 
such  agency,  and  make  reemnmenda- 
tions  to  tbe  ainnnprlate  State  Agency 


respecting  such  services,  in  accordance 
with  procedural  requirements  developed 
by  the  State  Agency  and  pursuant  to 
section  1122  of  the  Social  Security  Act. 

(15)  The  agency  shaU  review  on  a 
periodic  basis  (but  at  least  every  five 
years)  in  accordance  with  the  procedures 
and  criteria  establi^ed  pursuant  to  sec¬ 
tion  1532  of  the  Act  and  appUcable  regu¬ 
lations  of  the  Secretary,  aU  institutional 
health  services  offered  in  the  health  serv¬ 
ice  area  of  the  agency  and  shaU  make 
recommendations  to  the  State  Agency 
for  each  State  in  which  the  agency’s 
health  service  area  is  located  respecting 
the  appropriateness  in  the  area  of  such 
services,  in  accordance  with  procedural 
requirements  developed  by  the  State 
Agencies;  Provided,  That  the  agency 
shaU  develop  and  Implement  a  plan  for 
such  reviews  which  wlU  result  in  its 
initial  review  of  existing  institutional 
health  services  being  completed  within 
three  years  after  the  effective  date  of  its 
initial  FuU  Designation  Agreement. 

(16)  The  agency  shaU  annually 
recommend,  in  accordance  with  such 
regulations  as  the  Secretary  may  pre¬ 
scribe,  to  the  State  Agency  for  each 
State  in  which  the  agency’s  health  serv¬ 
ice  area  is  located  (1)  projects  for  the 
modernization,  construction,  and  con¬ 
version  of  medical  faculties  in  the  enti¬ 
ty’s  health  service  area  which  wlU 
achieve  the  HSP  and  AIP  ot  the  health 
systems  agency,  and  (U)  priorities 
among  such  projects. . 

(17)  The  agency  shaU  review  and  ap¬ 
prove  or  disapprove  each  specified  pro¬ 
posed  use  within  its  health  service  area 
of  Federal  funds  in  accordance  with  sec¬ 
tion  1513(c)  of  the  Act  and  appUcable 
regvilations  of  the  Secretary. 

(d)  The  agency  shaU  maintain  a  staff 
which  meets  the  requirements  of  section 
1512(b)(2)  of  the  Act  and  1122.110  of 
this  subpart. 

(e)  The  agency  shaU,  during  the  en¬ 
tire  period  of  the  FuU  DeBignatlcm  Agree¬ 
ment.  maintain  a  governing  body  which 
meets  the  requirements  of  section  1512 
(b)(3)  of  the  Act  and  !  122.109  of  this 
subpart. 

(f)  The  agency  shaU  promptly  notify 
the  Secretary  of  changes  in  its  legal 
status,  organization,  or  executive  direc¬ 
tor  which  occur  during  the  period  of  the 
FuU  Designation  Agreonoit. 

(g)  The  agency  agrees  to  meet  the  re- 
qvdrements  of  the  Act,  this  subpart,  and 
any  additional  conditions  set  forth  in  the 
FuU  Designation  Agreement. 

§  122.108  Renewal  and  termination  of 
agreements. 

(a)  ConditionaOy  designated  agen- 
cies — (1)  RenenxU.  A  Ccmditioiial  Desig¬ 
nation  Agreement  may.  at  the  optiem  of 
the  Secretary  and  based  upon  the  Sec¬ 
retary’s  review  of  the  agoicy’s  perform¬ 
ance  and  its  appUcatiem  for  renewal,  be 
renewed  for  an  additional  term  not  to 
exceed  12  months,  but  in  no  case  may  the 
total  period  of  conditional  designation 
of  an  agency  exceed  24  months.  Where 
the  Secreta^  determines  not  to  renew 
such  agreement,  the  agency  will  be  noti¬ 
fied  in  writing  of  the  reasons  for  su^ 
determination. 


FEDEIAL  REGISTEk,  VOL  40,  NO.  202— RIDAY,  OaOtR  17,  1975 


48808 

(2)  Termination.  A  Conditional  Desig¬ 
nation  Agreement  may  be  terminated 
by  the  agency  prior  to  the  expiratitm  of 
its  term  upon  90  days  written  notice  to 
the  Secretary  adilch  shall  set  forth  the 
resisons  for  such  termination  and  its 
effective  date.  The  Secretary  may  termi¬ 
nate  the  Conditional  Designation  Agree¬ 
ment  prior  to  the  expiration  of  its  term 
upon  his  determination,  after  having 
given  the  agency  at  least  90  days  writ¬ 
ten  notice  and  an  opportunity  for  a  hear¬ 
ing  before  an  officer  or  employee  of  the 
Department  designated  for  such  purpose 
by  the  Secretary,  that  the  agency  is 
not  compl3dng  with  the  provisions  of  the 
Agreement  or  is  incapable  of  progres¬ 
sively  assuming  more  functions  and  re¬ 
sponsibilities. 

(b)  Fully  designated  agencies — (1)  Re- 
nevoal.  A  Pull  Designation  Agreement 
may  be  renewed  for  a  period  not  to  ex¬ 
ceed  12  months,  upon  the  application  by 
the  agency  for  renewal,  if  upon  review 
by  the  Secretary  <as  provided  in  section 
1535  of  the  Act)  he  determines  that  it 
has  fulfilled,  in  a  satisfactory  manner, 
the  f  imctions  of  a  health  systems  agency 
as  prescribed  by  section  1513  of  the  Act 
and  the  applicable  provisions  of  this  sub¬ 
part  and  continues  to  meet  the  require¬ 
ments  of  section  1512(b)  of  the  Act.  A 
determination  by  the  Secretary  not  to 
renew  the  Agreement  will  be  made  only 
after  he  has  provided  the  agency  with 
written  notice  of  the  reasons  for  such 
failure  to  renew  and  the  opportunity  for 
a  hearing  before  an  officer  or  employee 
designated  for  such  purpose  by  the 
Secretary. 

(2)  Termination.  A  Pull  Designation 
Agreement  may  be  terminated  by  the 
agency  prior  to  the  expiration  of  its  term 
upon  90  days  written  notice  to  the  Sec¬ 
retary  which  will  set  forth  the  reasons 
for  such  termination  and  its  effective 
date.  Ihe  Agreement  may  be  terminated 
by  the  Secretary  prior  to  the  expirathm 
of  its  term  if  he  determines,  after  having 
given  the  agency  at  least  90  days  notice 
of  its  deficiencies  and  the  corrective  ac¬ 
tions  required  and  an  opportunity  for  a 
hearing  before  an  officer  or  employee  of 
the  D^;)artment  designated  for  such  pur¬ 
pose  by  the  Secretary,  that  the  agency 
is  not  complying  with  or  effectively  car¬ 
rying  out  the  provisions  of  the  Agree¬ 
ment. 

§  122.109  Governing  body;  cxrentive 
and  other  committees. 

(a)  General.  (1)  A  health  systems 
agency  which  is  a  public  regional  plan¬ 
ning  body  or  single  unit  general  local 
government  shall  have,  in  addition  to  any 
other  governing  board,  a  governing  body 
for  health  planning  (hereinafter  referred 
to  as  the  “governing  body”)  which  is 
established  in  accordance  with  the  re¬ 
quirements  in  paragrai^  (b)  and  (c)  of 
this  section  and  which  has  the  responsi- 
bUittes  prescribed  by  paragraph  (d)  of 
tills  section. 

(2)  A  health  systems  agency  which  is 
a  non-profit  private  corporation  (or  sim¬ 
ilar  legal  mechanism)  diall  have  a  gov¬ 
erning  body  to  direct  all  iU  health  plan¬ 
ning  and  development  activities  whldi 
is  established  in  accordance  with  the  re- 
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quirements  in  paragraphs  (b)  and  (c)  of 
this  section. 

(b)  Composition.  The  membership  of 
the  governing  body  of  an  agency  shall 
meet  the  following  requirements: 

(1)  A  majority  (but  not  more  than  60 
per  centum  of  the  members)  shall  be  res¬ 
idents  of  the  health  service  area  served 
by  the  agency  who  are  consumers  of 
health  care  and  who  are  not  (and  within 
the  twelve  months  preceding  appoint¬ 
ment  have  not  been)  providers  of  health 
care  and  who  are  broadly  representative 
of  the  social,  economic,  lii^^uistic  and 
racial  populations,  geographic  areas  of 
the  health  service  area  and  major  pur¬ 
chasers  of  health  care.  For  purposes  of 
this  paragraph,  “major  pxirchasers  of 
health  care’’  means  entities,  other  them 
any  entity  described  in  pare«raph  (b)  (2) 
of  this  section,  which  either  directly  or 
indirectly  pro\dde  health  care  for  their 
employees  or  members. 

(2)  The  remainder  of  the  members 
shedl  be  residents  of  the  health  service 
area  served  by  the  agency  who  are  pro¬ 
viders  of  health  care  (of  whom  not  less 
than  Vs  shall  be  direct  providers  of 
healthcare)  and  who  represent:  (i)  phy¬ 
sicians  (particularly  practicing  physi¬ 
cians),  dentists,  nurses,  and  other  health 
profestionals;  (ii)  health  care  institu¬ 
tions  (particularly  hospitals,  long-term 
care  facilities,  and  health  maintenance 
organizations) ;  (iil)  health  care  in¬ 
surers;  (iv)  health  professions  schools 
(which  Includes  schools  of  medicine, 
dentistry,  osteopathy,  ophunetry,  podia¬ 
try,  pharmacy  or  veterinary  medicine  as 
defined  in  section  724(4)  of  the  Act,  and 
schools  of  nursing  as  defined  in  section 
853  of  the  Act) ;  and  (v)  the  allied  health 
professions. 

(3)  The  total  membership  as  described 
in  paragraphs  (b)  (1)  and  (2)  of  this 
section  shall: 

(i)  Include  (either  through  consumer, 
or  provider  memb^)  a  number  of  public 
elected  officials  and  other  representatives 
of  governmental  authorities  In  the 
agency’s  health  service  area  and  repre¬ 
sentatives  of  public  agencies  In  the  area 
concerned  with  health  which  is  not  more 
than  ^  of  the  total  membership; 

(ii)  Include  representatives  of  private 
agencies  in  the  area  concerned  with 
health; 

(iii)  Include  a  percentage  of  individ¬ 
uals  who  reside  in  nonmetropolitan  areas 
within  the  health  service  area  which  is 
equal  to  the  percentage  of  residents  of 
the  area  who  reside  in  nonmetropolitan 
areas; 

(iv)  If  the  health  systems  agency  serves 
an  area  in  which  there  is  located  one  or 
more  hospitals  or  other  health  care 
facilities  of  the  Veterans’  Administration, 
include,  as  an  ex  officio  member,  an  in¬ 
dividual  whom  the  Chief  Medical  Direc¬ 
tor  of  the  Veterans’  Administration  shall 
have  designated  for  such  purpose;  and 

(V)  If  the  agency  serves  an  area  in 
which  there  is  located  one  or  m«re  quali¬ 
fied  health  matntenanoe  organimtloiis 
(within  the  meaning  of  sectkm  1310  cl 
the  Act),  inelude  at  least  one  menriwr 
who  is  represoitative  of  such  organisa¬ 
tions. 


(c)  Number  of  members.  The  governing 
body  shall  be  conuDosed  of  not  less  than 
10  members  nor  more  than  30  members, 
except  that  the  number  of  members  may 
exceed  30  where  the  governing  body  has, 
in  accordance  with  its  Articles  of  Incor¬ 
poration  or  by-laws  (or  in  the  case  of  a 
public  entity  its  charter,  authorizing 
statute,  ordinsmce,  or  executive  order,  or 
any  rules  or  regulations  governing  its  in¬ 
ternal  management) ,  established  an 
executive  committee  which  meets  the  re¬ 
quirements  of  paragraph  (f)  (1)  of  this 
section. 

(d)  Responsibilities  and  authority.  (1) 

The  governing  body  of  a  health  systems 
agency  shall: 

(1)  Be  responsible  for  the  Internal  af¬ 
fairs  of  the  agency,  including  matters 
relating  to  the  staff  of  the  agency  and 
the  agmcy’s  budget; 

(ii)  Be  responsible  for  the  adoption  of 
procedures  and  criteria  developed  and 
published  pursuant  to  section  1532  of  the 
Act  and  applicable  regulations  of  the 
Secretary  to  be  utilized  in  the  agency’s 
performance  of  its  functicms  under  sec¬ 
tion  1513  (e) ,  (f )  and  (g)  of  the  Act; 

(iii)  Be  responsible  for  Issuing  an  an¬ 
nual  report  concerning  the  activities 
the  agency  in  accordance  with  S  122.115 
of  this  subpart;  and 

(iv)  Have  the  exclusive  authwity  to 
perform  for  the  agency  the  fxmctions  de¬ 
scribed  in  section  1513  of  the  Act  and  the 
agency’s  designation  agre«nent  entered 
into  pursuant  to  §  122.106  or  122.107  of 
this  subpart.  For  such  purposes  the  term 
“exclusive’’  as  it  aiH^lies  to  the  role  of  the 
governing  body  means  that  the  govern¬ 
ing  body  shall  have  the  sole,  undivided 
authori^  to  act  for  the  agency  in  per¬ 
forming  such  functions  subject  to  the 
provision  of  paragr8q)h  (f)(1)  of  this 
section  relating  to  the  delegation  of  fimc- 
tions  to  an  executive  committee;  Pro¬ 
vided,  That  this  does  not  preclude  the 
governing  board  of  a  health  systems 
agency  which  is  a  public  regional  plan¬ 
ning  body  or  unit  of  general  local  gov¬ 
ernment  from  establishing  procedures 
not  inconsistent  with  the  requirements  of 
this  part  for  the  functioning  of  the 
agency.  Including  an  opportunity  for 
such  governit^  board  to  (xunment  on  any 
action  proposed  by  the  governing  body  in 
the  p^ormance  of  its  functions;  and 
Provided  further.  That  such  governing 
board  must  be  given  the  opportunity  to 
comment  on  the  health  systems  plan  and 
the  annual  implementation  plan  prior  to 
their  establishment. 

(2)  The  governing  board  of  a  health 
systems  agency  which  is  a  public  regional 
planning  body  or  unit  of  general  local 
government  may  establish  rules  and 
regulations  f<»’  the  exercise  of  the  re¬ 
sponsibilities  described  in  paragraph  (d) 
(1)  of  this  section  by  the  govmiing 
body;  Provided,  that  suth  rules  and 
regulations  axe  not  inconsistent  with  the 
Act  and  the  regulations  of  this  part. 

(e)  MeeUngs  and  conduct  of  business. 
The  governing  body  dimH: 

(1)  Meet  at  least  once  in  each  calendar 
quarter  of  a  year  and  at  least  two  addi¬ 
tional  times  to  a  year  unless  its  executive 
oommlttee,  if  any,  meets  at  least  twice 
in  that  year; 
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(2)  Act  only  by  vote  of  a  majority  of 
its  members  present  and  voting  at  a 
meeting  called  upon  adequate  notice  to 
all  its  members  and  at  which  a  quorum, 
which  shall  be  not  less  than  one-half 
of  its  members,  is  in  attendance; 

(3)  Conduct  its  business  meetings  in 
public,  give  adequate  notice  t6  the  pub¬ 
lic  of  such  meetings  (as  required  by  the 
agency’s  Articles  of  Incorporation  or  by¬ 
laws  or,  in  the  case  of  a  public  entity, 
its  charter,  authorizing  statute,  ordi¬ 
nance,  or  executive  order  or  any  rules 
or  regulations  for  intemsd  manage¬ 
ment)  and  make  its  data  and  records 
available  to  the  public  in  accordance 
with  the  requirements  of  §  122.114  of 
this  subpart;  and 

(4)  Reimburse  its  members  for  their 
reasonable  costs  incurred  in  attending 
meetings  of  the  governing  body. 

(f)  Executive  committee,  subcommit¬ 
tees,  and  advisory  groups — (1)  Execu¬ 
tive  committee.  (1)  A  governing  body 
whose  membership  exceeds  30  shall  es¬ 
tablish  an  executive  committee  of  its 
members,  which  shall  consist  of  not 
more  than  25  members,  shall  be  com¬ 
peted  in  accordance  with  the  require¬ 
ments  of  paragraph  (b)  of  this  section, 
and  shall  be  delegated  the  authority  to 
take  such  action  as  the  governing  body 
is  authorized  to  take,  except  that  the 
executive  committee  may  not  be  dele¬ 
gated  the  responsibility  for  the  estab¬ 
lishment  and  amendment  of  the  health 
systems  plan  and  annual  implementa¬ 
tion  plan  required  by  section  1513(b) 
(2)  and  (3)  of  the  Act. 

(ii)  The  executive  committee  shall 
(A)  act  only  by  vote  of  a  majority  of 
its  members  present  and  voting  at  a 
meeting  called  upon  adequate  notice  to 
all  of  its  members  at  which  a  quorum, 
which  shall  be  not  less  than  Va  of  its 
members,  is  in  attendance,  and  (B)  con^ 
duct  its  business  meetings  in  public,  give 
adequate  notice  to  the  public  of  such 
meetings  (as  required  by  the  agency’s 
Articles  of  Incorporation  or  by-laws  or, 
in  the  case  of  a  public  entity,  its  charter, 
authorizing  statute,  ordinance,  or  execu¬ 
tive  order  or  any  rules  or  regulations  for 
internal  management)  and  make  its  data 
and  records  available  to  the  public  in  ac- 
cordsmee  with  the  requirements  of 
S  122.114  of  this  subpart. 

(2)  Subcommittees  and  advisory 
groups.  Where  in  the  exercise  of  its  func¬ 
tions  the  governing  body  or  executive 
committee  apiJoints  a  subcommittee 
of  its  members  or  an  advisory  group, 
it  shall,  to  the  extent  practicable, 
make  its  appointments  to  such  subcom¬ 
mittee  or  group  in  such  a  manner  as  to 
provide  that  the  representation  on  such 
subcommittee  or  group  meets  the  com¬ 
position  requirements  of  paragraph  (b) 
of  this  section. 

§  122.110  Health  systems  agency  staff. 

(a)  A  fully  designated  hralth  systems 
agency  must  have  a  staff  of  adequate 
nmnbers  and  appropriate  skills,  as  de¬ 
scribed  in  paragraph  (b)  of  this  section, 
to  carry  out  the  functions  of  the  agency 
as  described  in  section  1513  of  the  Act; 
Provided,  That  an  agency  must  have  a 


staff  numbering  not  less  than  five  pro¬ 
fessional  members  or  one  professicmal 
member  for  every  100,000  population  as 
detmnlned  in  accordance  with  §  122.205 
of  this  part,  whichever  is  greater  up  to 
a  maximum  of  25;  and  Provided  further. 
That  the  staff  shall  include  and  shall  be 
headed  by  a  full  time  executive  director 
who  is  responsible  for  the  organization 
and  management  of  the  staff. 

(b)  ’The  staff  of  the  agency  shall  pro¬ 
vide  the  agency  with  expertise  in  at  least 
the  following:  Administration  and  man¬ 
agement,  data  management  and  analysis 
and  systems  analysis,  health  planning 
theory  and  techniques,  health  econ<xnics, 
project  management,  community  rela¬ 
tions  and  organization,  and  development 
and  use  of  health  resources.  The  staff 
shall  be  organized  in  such  a  fashion  that 
the  functions  of  planning  and  of  devel¬ 
opment  of  health  resources  shall  be  con¬ 
ducted  by  staffs  with  skills  appropriate  to 
each  function. 

(c)  ’The  staff  of  the  agency  shall  be 
selected,  paid,  promoted,  and  discharged 
in  accordance  with  such  personnel  S3rs- 
tem  as  the  agency  may  establish,  except 
that  the  rate  of  pay  for  any  position 
shall  not  be  less  than  the  rate  of  pay  pre¬ 
vailing  in  the  health  service  area  for 
similar  positions  in  public  or  private 
health  service  entities. 

§  122.111  Contracting  for  services;  con¬ 
sultants. 

(a)  If  necessary  for  the  performance 
of  its  functions,  and  subject  to  the  re¬ 
quirements  of  paragraphs  (b)  and-  (c) 
of  this  section,  a  health  systems  agency 
may  employ  consultants  and  may  con¬ 
tract  with  individuals  a^d  entities  for 
the  provision  of  services. 

(b)  A  health  systems  agency  which 
employs  consultants  to  assist  the  agency 
in  the  performance  of  its  functions  must 
adopt  and  follow  a  uniform  policy  for 
the  employment  of  consultants  which  re¬ 
quires,  at  a  minimum,  a  written  finding 
by  the  agency  prior  to  the  emplo3anent  of 
each  consultant  that: 

(1)  ’The  consultant  services  to  be  pro¬ 
vided  are  essential  to  the  performance  of 
the  agency’s  fimction  and  cannot  be  per¬ 
formed  by  persons  otherwise  presently 
employed  by  the  agency; 

(2)  A  selection  process  for  consultants 
has  been  employed  to  assure  the  selec¬ 
tion  of  the  most  qualified  individual 
available; 

(S)  The  selection  of  the  consultant  has 
been  approved  by  the  executive  director 
of  the  agency; 

(4)  Where  a  consultant  who  resides 
outside  the  health  service  area  has  been 
selected,  reasonable  efforts  were  first 
made  -to  obtain  a  consxiltant  with  equiv¬ 
alent  qualifications  who  resides  within 
the  health  service  area: 

(5)  The  payment  to  the  consultant  is 
appropriate  considering  the  individual’s 
qualifications,  normal  charges  for  simi¬ 
lar  services,  and  the  natiure  of  the  serv¬ 
ices  rendered;  and 

(6)  Where  a  governing  body  member 
has  been  selected  as  a  consultant,  that 
the  expertise  required  is  not  otherwise 
available  within  the  health  service  area 


served  by  the  agency,  and  the  consultant 
services  to  be  performed  are  not  within 
the  individual’s  duties  and  responsibili¬ 
ties  as  a  member  of  the  governing  body. 

(c)  A  health  systems  agency  may  con¬ 
tract  with  other  entities  to  assist  the 
agency  in  the  performance  of  specific 
administrative  support  activities  such  as 
payroll,  accounting,  and  computer  serv¬ 
ices.  ’The  agency  may  also  contract  with 
other  entities  to  provide  it  with  assist¬ 
ance  in  the  performance  of  the  fimctions 
assigned  to  the  agency  in  its  designation 
agreement,  except  that  the  agency  may 
not  contract  for  the  performance  of  an 
entire  fimction  for  it  by  another  entity; 
Provided,  That  the  agency  has  made  a 
written  finding  that  the  contract  services 
are  essential  to  the  performance  of  the 
agency’s  functions,  and  caimot  be  pro¬ 
vided  by  persons  otherwise  employed  by 
the  agency;  and  Provided  further.  That 
an  agency  may  not  contract  for  the  per¬ 
formance  of  routine  stafiBng  and  idan- 
ning  functions.  All  procurements  of  sup¬ 
plies,  equlinn^t,  or  other  services, 
whether  the  cost  is  borne  by  Federal 
funds  made  available  to  the  agency  pur¬ 
suant  to  section  1516  of  the  Act  or  other¬ 
wise,  must  conform  to  the  standards  set 
forth  in  Subpart  P  of  45  CPR  Part  74. 

§  122.112  Subarea  advisory  councils. 

(a)  A  health  systems  agency  may  es¬ 
tablish  subarea  advisory  councils  repre¬ 
senting  parts  of  the  agency’s  health  serv¬ 
ice  area  to  advise  the  agency  on  the  per¬ 
formance  of  its  functions.  The  composi¬ 
tion  of  such  council  must  conform  to  the 
requirements  of  section  1512(b)  (3)  (C) 
of  the  Act. 

(b)  Consistent  with  the  provisions  of 
S  122.111(c)  of  this  subpart,  a  health 
systems  agency  may  make  financial  and 
other  resources  available  to  the  subarea 
advisory  council  to  assist  it  in  perform¬ 
ing  agreed  upon  activities  which  the 
agency  has  requested  such  council  to  per¬ 
form.  Such  activities  may  include  mak¬ 
ing  recommendations  to  the  agency  (1) 
to  assist  it  in  obtaining  local  or  regional 
advice  on  the  performance  of  its  func¬ 
tions,  (2)  with  regard  to  proposed  mem¬ 
bership  on  the  governing  body  and  ad¬ 
visory  groups  and  (3)  with  regard  to 
planning  needs  for  the  local  area. 

§  122.113  Private  funds,  services,  or  fa- 
cUities. 

(a)  No  health  sjrstems  agency 
(whether  conditionally  or  fully  desig¬ 
nated)  may  accept  any  funds  or  contri¬ 
butions  of  services  or  facilities  from  any 
individual  or  private  entity  which  has  a 
financial,  fiduciary,  or  other  direct  in¬ 
terest  in  the  development,  expansion,  or 
support  of  health  resources,  unless  in  the 
case  of  an  entity,  it  is  an  organization 
described  in  section  508(a)  of  the  In¬ 
ternal  Revenue  Code  of  1954  and  is  not 
directly  engaged  in  the  provision  of 
health  care  in  the  health  service  area  of 
the  agency.  The  prohibition  of  this  sec¬ 
tion  includes  conMbutions  of  cash,  bonds 
and  other  securities,  services,  property, 
or  equipment  as  wdl  as  payments  made 
to  the  agency  under  contracts,  grants,  mr 
loans;  Provided,  That  service  on  a  gov¬ 
erning  body,  executive  committee,  sub- 
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committee,  subarea  advisory  council  or 
advisory  group  shall  not  be  deemed  to  be 
a  contribution  of  sorlces. 

(b)  For  purposes  of  this  section,  an 
Individual  or  private  entity  which  has  a 
financial,  fiduciary,  or  other  direct  ln> 
terest  In  the  devek^unent,  expansion  or 
support  of  health  resources  includes  but 
is  not  limited  to:  _ 

(I)  With  respect  to  any  Individual,  one 
who 

(1)  Is  a  provider  of  health  care  as  de¬ 
fined  in  i  122.1(0)  of  this  part; 

(II)  Is  an  onployee  of  any  entity  de¬ 
scribed  In  paragraih  (2)  of  this  section; 
or 

(ill)  Holds  a  fiduciary  position  or  has 
a  fiduciary  Interest  as  defined  in  i  122.1 
(o)  of  this  part  in  any  entity  described 
in  paragrai^  (2)  of  this  section. 

(2)  With  respect  to  any  private  entity : 
(1)  Health  care  Institutions  (Includ¬ 
ing  hospitals,  long-term  care  facilities, 
and  health  maintenance  organizations) 
and  organizations  and  associations  of 
such  Institutions;  Provided,  Ihat  an  en¬ 
tity  will  not  be  considered  a  health  care 
Institution  for  purposes  of  this  section 
solely  on  the  basis  oi  providing  (directly 
or  Indirectiy)  health  care  for  its  em¬ 
ployees; 

(ii)  Health  professions  schools  and  or¬ 
ganizations  and  associations  of  such 
schocds; 

(ill)  Health  professi(ms  professional 
societies; 

(iv)  Entities  engaged  in  Issuing  any 
policy  or  contract  of  individual  or  group 
health  insurance  or  hospital  or  medical 
services  braefits  and  associations  and  or¬ 
ganizations  of  health  care  insurers; 

(V)  Providers  of  ancillary  medical  serv¬ 
ices  (Including  laboratory  services, 
manufacture  or  sale  of  medical  devices 
and  e<inipiuent,  and  pharmaceutical 
services) ; 

(vi)  Allied  health  professions  training 
programs; 

(Til)  Entities  producing  drugs  for  in¬ 
dividuals  or  entities  for  use  in  the  provi¬ 
sion  of  health  care  or  research  into  or 
instruction  in  the  provision  of  health 
care;  and 

(vlii)  Entitles  which  are  in  a  position 
with  respect  to  the  entities  listed  in  this 
paragraph  affected  with  the  dmracter  of 
a  trust,  inr.iiiding  trustees,  boards  of  di¬ 
rectors  and  majority  shareholders. 

Provided,  That  private  entities  which 
would  be  included  within  this  paragraph 
shall  not  be  included  if  such  contrttnitkm 
is  being  made  in  connection  with  the  dis¬ 
solution  the  entity  in  accordance  with 
applicable  State  law. 

§  122.114  Access  of  the  public  to  agency 
records  and  data. 

(a)  Each  agmicy  shall  adopt  a  policy 
for  making  its  records  and  data  available 
to  the  public  for  inspection  and  copying 
in  accordance  with  section  1512(b)  (3) 
(B)  of  the  Act.  which  shall  include  a  pro¬ 
cedure  for  the  submission  of  requests  to 
the  agmicy  by  members  oi  the  public,  the 
agency’s  procedure  for  handling  such  re¬ 
quests,  and  a  unifmmi  fee  schedule  for 
copying  such  material  which  shall  be  lim¬ 
ited  to  reasonable  costs.  For  purposes  of 


this  section,  *’recmds  and  data”  tndudes 
publications,  brochures,  pamidiletB, 
punch  cards,  magnetic  tapes,  minutes, 
staff  manuals,  slides,  photographs,  or 
other  documentary  materials,  regardless 
of  physical  form  or  characteristics,  made 
or  received  by  the  agency  in  connection 
with  the  perfmmance  of  the  ag«icy’s 
functions  under  its  designation  agree¬ 
ment  and  retained  by  the  agency  as  evi¬ 
dence  of  the  agency’s  functions,  policies, 
decisions,  procedures,  operations,  pro¬ 
grams,  or  other  activities. 

(b)  Each  agency  is  required  to  main¬ 
tain  and  make  available  for  public  in¬ 
spection  and  copying  an  index  the 
records  and  data  of  the  agency  and  must 
publish  within  3  months  of  the  effective 
date  of  its  designation  agreement,  in  at 
least  two  newspapers  of  general  drciila- 
tion  throughout  its  health  service  area, 
a  notice  setting  forth  the  policy  adopted 
pursuant  to  paragraph  (a)  of  this  section. 

§  122.115  Annual  report. 

Each  agency  shall  issue  an  annual  re¬ 
port  concerning  the  activities  of  the 
agency. 

(a)  Such  report  shall  include  the  HSP 
and  AIP  developed  by  the  agency  pursu¬ 
ant  to  section  1513(b)  (2)  and  (3)  of  the 
Act  and  this  subpart,  either  in  their  en¬ 
tirety  or  by  incorpOTation  by  reference. 
Where  such  plans  are  included  by  Incor¬ 
poration  by  reference,  the  repeat  shall 
include  a  summary  of  the  HSP  and  AIP 
and  a  statement  of  where  copies  of  the 
HSP  and  AIP  and  supporting  documen¬ 
tation  may  be  obtained  by  interested 
persons; 

(1)  A  detailed  description  of  the 
agency’s  progress  in  meeting  the  objec¬ 
tives  of  ite  work  program  during  the  past 
year;  and 

(2)  a  list  of  the  agency’s  income,  ex¬ 
penses,  assets,  and  liabilities  including  a 
list  of  all  oontributms  to  the  agency 
which  shall  contain  the  cmitributor’s 
name,  occupation,  affiliations  and  the 
amount  of  the  contribution. 

(b)  Such  report  shall  be  made  avail¬ 
able  at  no  cost  upon  request  to  the  resi¬ 
dents  of  the  health  service  area  served 
by  the  agency  and  shall  be  distributed 
to  all  public  libraries  throughout  the 
health  sorvloe  area  as  well  as  to  all  news¬ 
papers,  radio  stations  and  television  sta¬ 
tions  serving  the  population  of  the  health 
service  area.  Notice  of  the  availability  of 
the  anniial  report  shall  i4>pear  in  at  least 
two  newspapers  of  general  circulation 
throughout  the  health  service  area. 

Subpart  C— Grants  to  Health  Systems 
Agencies 

§  122.201  Applicability. 

The  regulations  of  this  subpart  are  ap¬ 
plicable  to  grants  under  seetkm  1516  of 
the  Public  Health  Service  Act  (42  UB.C. 
SON-^)  to  health  systems  agencies  desig¬ 
nated  under  section  1515  of  the  Public 
Health  Service  Act  (42  UB.C.  3001-4)  to 
assist  in  meeting  the  cost  compensa¬ 
tion  for  health  syst^ns  agency  personnel, 
collection  of  data,  planning,  and  the  per¬ 
formance  of  the  functions  of  the  health 
systems  agency. 


§  122.202  EliganKty. 

Any  conditionally  or  fully  designated 
health  systems  agency  is  eligible  for  a 
grant  under  this  subpart. 

§  122.203  An>licatioB. 

(a)  An  application  for  a  grant  under 
this  subpart  shall  be  sulunitted  to  the 
Secretary  at  such  time  and  in  such  form 
and  manner  as  the  Secretary  may  pre¬ 
scribe  and  shall  be  executed  by  an  in¬ 
dividual  authorized  to  act  for  the  appli¬ 
cant  and  to  assiune  on  behalf  of  the  ap¬ 
plicant  the  obligations  Imposed  by  the 
Act.  the  regulations  of  this  sul^rt,  and 
any  additional  terms  or  conditions  of  the 
grant.^ 

(b)  The  application  shall  contain  the 
following; 

(1)  A  detailed  budget  for  the  grant 
period; 

(2)  A  statonent  and  justificatiem  of 
the  amount  of  grant  funds  requested; 
and 

(3)  Where  the  applicant  is  requesting 
an  increased  amount  grant  fvmds  pur¬ 
suant  to  section  1516(b)  (2)  the  Act 
and  1 122.204  of  this  subpart  based  on 
its  assurance  of  providing  non-Federal 
funds  to  be  mepended  or  obligated  during 
the  grant  poiod,  the  application  shall 
also  contain: 

•  (i)  A  total  dollar  figure  of  the  amount 
of  non-FCderal  fimds  meeting  the  re¬ 
quirements  (tf  S  122.206  of  this  subpart 
that  the  miplicant  assures  will  be  ex¬ 
pended  or  obligated  during  the  grant  pe¬ 
riod  for  the  purposes  for  which  funds 
awarded  under  this  subpart  may  be  ex¬ 
pended  or  obligated,  and 

(ii)  A  statement  of  the  dollar  figure 
of  the  amount  of  non-Federal  funds 
which  tile  sqiplicant  has  currently  avail¬ 
able  and  a  detailed  timetable  for  the  ap¬ 
plicant’s  receipt  (ff  the  remainder  of  the 
funds  assured,  including  documentary’ 
evidence  ooncamlng  the  sources  and 
amotmts  of  the  ixxgxised  contributions, 
such  as  letters  intent  to  contribute 
specific  amounts  of  funds. 

§  122.204  Grant  award. 

(a)  The  Secretary  will  award  a  grant 
under  this  subpart  to  each  health  sys¬ 
tems  agency  whose  application  meets  the 
applicable  requirements  of  the  Act  and 
this  subpart. 

(b)  The  amount  of  any  grant  under 
this  sulHMurt  shall  be: 

(1)  With  respect  to  conditionally  des¬ 
ignated  health  systems  agencies  an 
amount  determined  by  the  Secretary  in 
accordance  with  the  formula  set  forth 
in  secti<m  1516(b)  (1)  and  (2)  ot  the 
Act,  subject  to  reductiop  to  the  amount 
that  the  Secretary  estimates  is  the  sum 
needed  by  the  applicant  for  the  purposes 
of  this  subpart,  taking  into  considera¬ 
tion; 

(i)  The  scope  of  the  work  progrsim  for 
the  grant  period  as  set  forth  in  the  ap¬ 
plicant’s  designation  agreement;  and 


^  Aiq>UcatlcHi8  and  lastrueUona  may  be  ob¬ 
tained  at  tbe  Regional  Office  at  ttie  Depart- 
niMit  at  Health.  Bdoeathm.  and  Welfare  tar 
the  region  tm.  whMi  the  health  systems 
agency  la  located. 
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'  (11)  The  staflhig  and  other  anticipated 
costs  during  the  grant  period. 

(2)  With  respect  to  fully  designated 
health  systems  agencies,  an  amount  com¬ 
puted  in  accordance  with  the  formula  set 
forth  in  section  1516(b)  of  the  Act;  ex¬ 
cept  that  no  such  grant  may  be  less  than 
$175,000.  Provided,  That  If  the  total  of 
the  amounts  computed  imder  paragraphs 
(b)  (1)  and  (b)  (2)  of  this  section  for  any 
fiscal  year  exceeds  the  total  of  the 
amounts  appropriated  for  such  grants  in 
such  year,  the  amount  of  the  grant  for 
that  fiscal  year  to  each  agency  shall  be 
an  amount  which  bears  the  same  ratio  to 
the  amount  determined  for  that  agency 
for  that  fiscal  year  under  paragrt^h  (b) 
(1)  or  (b)  (2)  of  this  section  as  the  total 
of  the  amounts  appropriated  for  such 
grants  for  such  fiscal  year  bears  to  the 
total  of  the  amovmt  computed  in  accord¬ 
ance  with  paragraphs  (b)  (1)  and  (b)  (2) 
of  this  section;  except  that  the  amoimt 
of  any  grant  to  a  fully  designated  health 
systems  agency  for  any  fiscal  year  shall 
not  be  less  than  $175,000,  unless  the 
amoimt  appropriated  for  that  fiscal  year 
Is  less  than  the  amount  required  to  make 
a  grant  of  $175,000  to  each  such  fully 
designated  agency,  in  which  case  each 
fully  designated  health  systems  agency 
shall  receive  an  equal  share  of  the  funds 
available. 

(c)  All  grant  awards  shall  be  In  writ¬ 
ing  and  shall  set  forth  the  amoimt  of 
funds  granted  and  the  period  for  which 
such  funds  will  be  available  for  obliga¬ 
tion  In  accordance  with  §  122.208(c)  of 
this  subpart 

§  122.205  Determination  of  the  popula¬ 
tion  of  health  service  areas. 

For  purposes  of  section  1516  of  the  Act 
and  8  122.204  of  this  subpart  the  popu¬ 
lation  of  a  health  service  area  will  be 
determined  annually  by  the  Secretary  on 
the  basis  of  the  latest  available  estimate 
from  the  Department  of  Ccmimeroe.  The 
Secretary  shall  make  available  and  pub¬ 
lish  annually  In  the  Federal  Registxr 
a  list  of  all  health  service  areas  and  their 
populations  as  determined  in  accordance 
with  this  section. 

§  122.206  Assurance  of  expenditure  of 
non-Federal  funds. 

(a)  In  accordance  with  section  1516 
of  the  Act  and  8  122.204  of  this  subpart, 
an  agency  may  receive  an  Increased 
amount  of  grant  ftmds  ^ere  the  agency 
provides  assurance  satisfactory  to  the 
Secretary  that  the  agency  will  expend 
or  obligate  non-Federal  funds  during 
the  grant  period  for  the  purposes  for 
which  grants  under  this  subpart  may  be 
made.  In  determining  whether  such  as¬ 
surance  Is  satisfactory,  the  Secretary  will 
take  into  consideration  the  agency’s 
past  performance  in  meeting  such  assur¬ 
ances,  and  where  an  ag^acy  has 
previously  failed  to  meet  the  assurances, 
the  Secretary  may  require  further  evi¬ 
dence  of  the  agency’s  current  ability  to 
meet  an  assurance  provided  by  the 
agency  imder  this  section,  including  evi¬ 
dence  that  the  agency  has  the  non- 
Federal  funds  assured  currently  avail¬ 
able. 
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(b)  The  non-Federal  funds  which  an 
agency  may  use  for  the  purpose  of  ob¬ 
taining  an  Increased  amoimt  of  grant 
fimds  pursuant  to  section  1516(b)(2) 
of  the  Act  and  8  122.204  of  this  subpart 
may  be  any  contribution  of  funds  (ex¬ 
cluding  in-kind  contributions)  from 
public  or  private  sources.  Including 
State  and  local  general  revenue  funds, 
but  shall  (1)  not  include  any  funds  con¬ 
tributed  to  an  agency  by  an  Individual 
or  private  entity  which  has  a  financial, 
fiduciary,  or  other  direct  interest  in  the  ' 
development,  expansion,  or  support  of 
health  resources  as  defined  in  8  122.113 
of  this  part;  (2)  not  be  paid  to  the 
agency  for  the  performance  of  particular 
services  by  it;  and  (3)  be  contributed  to 
the  agency  without  conditions  as  to  their 
use  other  than  the  condition  that  the 
funds  be  used  for  the  purposes  for  which 
a  grant  under  section  1516  and  this  sub¬ 
part  may  be  used. 

§  122.207  Grant  payments. 

The  Secretary  will  from  time  to  time 
make  payments  to  a  grantee  of  all  or  a 
portion  of  any  grant  award,  either  by 
way  of  reimbursem^t  for  expenses  in¬ 
curred  in  the  grant  period  or  in  advance 
for  expenses  to  be  incurred  in  the  grant 
period,  to  the  extent  he  determines  such 
payments  necessary  to  promote  prompt 
initiation  and  advancement  of  the  ap¬ 
proved  activity. 

§  122.208  Use  of  grant  funds. 

(a)  Any  fimds  granted  pursuant  to' 
this  subpart,  as  well  as  other  funds  re¬ 
quired  as  a  condltlcm  of  the  grant  to 
be  used  in  performance  of  the  approved 
(activity,  shall  be  expended  solely  for 
carnrlng  out  the  sq)proved  activity  in 
accordance  with  section  1516  of  the  Act, 
the  regulations  of  this  subpart,  the  terms 
and  conditions  of  the  grant  award,  and 
the  applicable  cost  principles  prescribed 
by  Subpart  Q  of  45  CFR  Part  74. 

(b)  Funds  granted  pursuant  to  this 
subpart  may  be  expended  for  the  follow¬ 
ing  purposes: 

(1)  Ccxnpensatlon  of  agency  person¬ 
nel; 

(ii)  The  performance  of  the  agency’s 
functions  as  specified  in  Subpart  B  of 
this  part; 

(lii)  Eknployment  of  consultants  to 
assist  the  health  systems  agency  in  the 
performsmce  of  its  functions  in  accord¬ 
ance  with  8  122.111  of  this  part;  and 

(iv)  Contracts  with  other  entitles  in 
accordance  with  8  122.111  of  this  part; 
Provided.  That  grant  fimds  may  not  be 
used  to  make  payments  under  a  grant  or 
contract  with  another  entity  for  the 
development  or  delivery  of  health  serv¬ 
ices  or  resources. 

(c)  Funds  granted  pursuant  to  this 
subpart  shall  be  sivailable  for  obligation 
during  the  period  of  an  agency’s  desig¬ 
nation  agreement  current  at  the  time 
of  the  grant  award. 

§  122.209  Nondiscrimination. 

(a)  Attention  is  called  to  the  require¬ 
ments  ot  Title  VI  of  the  Civil  Rights  Act 
of  1966  (78  Stat  252,  42  n.S.C.  2000d 
et  seq.)  and  in  particular  secticm  601  of 
such  Act  which  provides  that  no  person 
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in  the  United  States  shall  on  the  grounds 
of  race,  color,  or  national  origin  be  ex¬ 
cluded  from  participation  in,  be  denied 
the  benefits  of,  or  be  subjected  to  dis¬ 
crimination  imder  any  program  or  ac¬ 
tivity  receiving  Federal  financial  assist¬ 
ance.  A  regulation  implementing  such 
Title  VI,  which  is  applicable  to  grants 
made  under  this  subpart,  has  been  issued 
by  the  Secretary  with  the  approval  of  the 
President  (45  CFR  Part  80) . 

(b)  Attention  is  called  to  the  require¬ 
ments  of  section  504  of  the  Rehabilita¬ 
tion  Act  of  1973,  as  amended,  which  pro¬ 
vides  that  no  otherwise  qualified  handi¬ 
capped  individual  in  the  United  States 
shall,  solely  by  reason  of  his  handicap, 
be  excluded  from  participation  in,  be 
denied  the  benefits  of,  or  be  subjected  to 
discrimination  under  any  program  or 
activity  receiving  Federal  financial  as¬ 
sistance. 

(c)  Grant  funds  used  for  alteration 
(»:  renovation  shall  be  subject  to  the 
condition  that  the  grantee  shall  ciHnply 
with  the  requirement  of  Executive  Or¬ 
der  11246,  30  FR  12319  (September  24, 
1965),  as  amended,  and  the  applicable 
rules,  regulations,  and  procedures  pre¬ 
scribed  pursuant  thereto. 

§  122.210  Publications  and  copyright. 

(a)  Local  governments.  Where  the 
grantee  is  a  local  government  as  de¬ 
fined  in  45  cm  74.3,  the  Department  of 
Health,  Education,  and  Welfare  copy- 
rlght  requirement  set  forth  in  45  cm 
74.140  shall  apply  with  respect  to  any 
book  or  other  copyrlfihtable  material 
developed  or  resulting  from  the  activity 
supported  by  a  grant  under  this  subpart. 

(b)  Grantees  other  than  local  govern¬ 
ments.  Where  the  grantee  is  not  a  local 
government  as  so  defined,  except  as  may 
otherwise  be  provided  under  the  terms 
and  conditions  of  the  award,  the  grantee 
may  copyright  without  prior  approval 
any  publications,  films  or  similar  mate¬ 
rials  developed  or  resulting  from  an  ac¬ 
tivity  supported  by  a  grant  under  this 
subpart,  subject,  however,  to  a  royalty- 
free  nonexclusive,  and  irrevocable  li¬ 
cense  in  the  Department  to  reproduce, 
publish,  or  otherwise  use,  and  to  au¬ 
thorize  others  to  use  the  woiic  for  gov¬ 
ernment  purposes. 

§  122.211  Grantee  accountability. 

(a)  Accounting  for  grant  atoard  pay- 
metifs.  All  pa3nnent8  made  by  the  Sec¬ 
retary  shall  be  recorded  by  the  grantee 
in  accounting  records  separate  from  the 
records  of  all  other  grant  funds,  includ¬ 
ing  funds  derived  from  other  grant 
awards.  With  respect  to  each  approved 
project  the  grantee  shall  account  for  the 
sum  total  of  all  amounts  paid  by  pre¬ 
senting  or  otherwise  making  available 
evidence  satisfactory  to  the  Secretary  of 
expenditures  for  costs  meeting  the  re¬ 
quirements  of  this  subpart. 

(b)  Accounting  for  nOn-Federal  funds. 
Where  a  health  ssrstems  agency  has  re¬ 
ceived  an  increased  amount  of  grant 
funds  based  on  its  assurance  of  expen¬ 
diture  of  non-Federal  funds,  the  agency 
shall  account  for  the  sum  total  of  ^e 
amount  so  assured  by  presenting  or 
otherwise  making  available  evidence  sat- 
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isfactory  to  the  Secretary  of  expendi¬ 
tures  in  such  amount  during  the  grant 
period  for  costs  meeting  the  require¬ 
ments  of  this  subpart. 

(c)  Accounting  for  royalties.  Royal¬ 
ties  received  by  grantees  from  copyriidits 
on  publications  or  other  works  developed 
under  the  grant,  or  from  patents  or  in¬ 
ventions  conceived  (h:  first  actually  re¬ 
duced  to  practice  in  the  course  of  or  un¬ 
der  such  grant,  shall  be  accoimted  for 
as  follows: 

(1)  Local  governments.  Where  the 
grantee  is  a  local  government  as  defined 
in  Subpart  A  or  45  CPR  Part  74,  royal¬ 
ties  shall  be  accounted  for  as  provided  in 
45  CFR  74.44. 

(2)  Qrantee  other  than  local  govern¬ 
ments.  Where  the  grantee  is  not  a  local 
govemmoit  as  so  defined  royalties  shall 
be  accoimted  for  as  foUows: 

(i)  Patent  royalties,  whether  received 
during  or  after  the  grant  period,  shall  be 
governed  by  agreements  between  the  As¬ 
sistant  Secretary  for  Health,  Depart¬ 
ment  at  Health,  Education,  and  Welfare, 
and  the  grants,  pursuant  to  the  De¬ 
partment’s  patent  regulations  (45  CFR 
Parts  6  and  8). 

(ii)  Copyright  royalties,  whether  re¬ 
ceived  during  or  after  the  grant  period, 
shall  first  be  used  to  reduce  the  F^eral 
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share  of  the  grant  to  cover  the  costs  of 
publishing  or  producing  the  materials, 
and  any  royalties  in  excess  publishing 
or  producing  the  materials  ohan  be  dis¬ 
tributed  in  accordance  with  Chapter 
1-420  of  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare  Grants  Administra¬ 
tion  Manual.* 

(d)  Audit.  Where  a  grantee  is  a  local 
government  as  defined  in  Subpart  A  of 
45  CFR  Part  74,  audits  shall  be  conducted 
as  provided  in  45  CFR  74.61.  Where  a 
grantee  is  not  a  local  government  as  so 
defined,  it  shall  arrange  for  an  anniin-i 
independent  financial  audit  of  the  ap¬ 
proved  activity. 

§  122.212  Applicabilitv  of  45  CFR  Part 
74. 

The  provisions  of  45  C7PR  Part  74, 
establishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall  ap¬ 
ply  to  all  grants  under  this  subpart  to 
local  governments  as  defined  in  Subpart 


*Tbe  Department  of  Healtn,  Education, 
and  Welfare  Qrants  Adminiatratioa  Manual 
is  araUaMe  for  public  inspection  and  o<wing 
at  the  Department’s  and  Regional  OfSces*  in¬ 
formation  centmn  listed  in  48  CFR  5.31  axui 
may  be  purchased  from  the  Superintendent 
of  Documents,  UB.  Government  Printing 
Office,  Washington,  D.C.  20402. 


A  of  that  Part  74.  The  relevant  provi¬ 
sions  of  the  following  subparts  of  45  CFR 
Part  74  shall  also  apply  to  all  other 
grantee  organizations  under  this  sub¬ 
part. 

Subpart 
A — General. 

B — Cash  Depositories. 

C — ^Bonding  and  Insurance. 

D — Retention  and  Custodial  Requirements 
for  Records. 

P — Grant-Related  Income. 

H — Standards  for  Grantee  and  Subgrantee 
Financial  Management  Systems. 

I — Financial  Reporting  Requirements. 

K — Grant  Payment  Requirements. 

L — ^Budget  Revision  Procedures. 

M — Grant  Close-out,  Suspension,  and  Ter¬ 
mination. 

O — ^Property. 

P — Procurement  Standards. 

Q — Cost  Principles. 

§122.213  Additional  conditions. 

The  Secretary  may  with  rei^iect  to  any 
grant  award  impose  additional  condi¬ 
tions  prior  to  or  at  the  time  of  any  award 
when  in  his  judgment  such  conditions 
are  necessary  to  assure  or  protect  ad¬ 
vancement  of  the  aiH>rovcd  project,  the 
Interests  of  the  public  health,  or  the  con¬ 
servation  of  grant  funds. 

(FR  Doc.75-27e84  Filed  10-16-76;8:45  am] 


ICOBAL  K6ISTB.  VOL  40,  NO.  202— fOIDAY,  OCTOBB  17,  1975 


